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How to use this resource pack

1. The Gabapentinoids - Prescribing for pain resource pack is not intended to be read
through, front to back, in the traditional manner but designed to be a resource bringing
together current evidence and best practice to support clinicians to make shared decisions
with patients.

2. The sections complement each other and can be used separately or collectively.

3. The appendices provide additional reading, evidence summaries and resources which can
be made available on demand as editable versions and adopted within practice systems
to generate leaflets, shared agreements, and treatment plans.

Foreword

4. This document brings together several resources that healthcare professionals can
use to support the appropriate prescribing, review and deprescribing of
gabapentinoids used for pain in primary care, including managing discontinuation
and withdrawal. It does not discuss prescribing of gabapentinoids in epilepsy or
generalised anxiety disorder.

5. Itis predominantly aimed at those working in GP practices (including pharmacists
delivering structured medicines reviews), although it may also be a useful reference
for clinicians in specialist settings including pain medicine (acute and chronic),
neurology and neurosurgery, rheumatology, orthopedics and substance misuse.

6. Gabapentin and pregabalin (gabapentinoids) are increasingly being prescribed to
manage various pain presentations. However, the evidence for use outside of the
neuropathic pain presentation is very limited.

7. To date, the National Institute for Health and Care Excellence (NICE) recommends
the use of gabapentinoids only in the treatment of neuropathic pain (except
trigeminal neuralgia).! In 2020 and 2021 NICE made the following
recommendations on use of gabapentinoids in other types of pain:

e Do not initiate gabapentinoids to manage chronic primary pain?.
e Do not offer gabapentinoids for managing sciatica and low back pain.3

8. Patient safety concerns related to the use of gabapentinoids include risk of
developing dependence, potential for drug withdrawal, and a spectrum of side
effects from somnolence, dizziness, gait disturbance, peripheral oedema, and
sexual dysfunction to severe respiratory depression.

9. Based on clinical evidence Public Health England have advised:*

e Gabapentin and pregabalin should usually be prescribed for their licensed indications
(epilepsy and neuropathic pain), and generalised anxiety disorder (only pregabalin).

e Although gabapentinoids are commonly prescribed for non-neuropathic pain syndromes
there is little evidence to support this practice, and prescribers should consider other
interventions more likely to help, such as physical rehabilitation for back pain and
musculoskeletal pain.

GMMMG Gabapentinoids - Prescribing for pain - Resource pack v. 1.1
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If a decision is made to prescribe gabapentinoids for unlicensed indications, the
rationale should be discussed with the patient, appropriate consent acquired, and all
discussions clearly documented.

When used for pain, gabapentinoids do not work for everyone, but a proportion of
patients benefit sufficiently to notice an improvement in quality of life.

Gabapentinoids can lead to dependence and may be misused or diverted.

Practitioners should prescribe gabapentinoids appropriately to minimise the risk of
misuse and dependence and should be able to identify and manage problems of misuse
if these arise.

Before prescribing gabapentinoids careful assessment should take place to balance the
potential benefits and risks in patients with known or suspected propensity to misuse,
divert or become dependent, bearing in mind these patients may have a higher
prevalence of the indicated conditions for these medications and may benefit from their
use.

There are often less harmful, alternative medicines that should be used first-line for the
indicated condition, and these should be tried preferentially in patients who may be more
likely to be harmed by gabapentinoids.

Patients who are offered gabapentinoids need to have sufficient information on the
clinical effectiveness and related risks to consent to the treatment plan.

10.When prescribing drugs likely to cause dependence or misuse, the British National
Formulary (BNF) advises that the prescriber has three main responsibilities:

To avoid creating dependence by introducing drugs to patients without sufficient reason.

To see that the patient does not gradually increase the dose of a drug, given for good
medical reasons, to the point where dependence becomes more likely.

To avoid being used as an unwitting source of supply for addicts and being vigilant to
methods for obtaining medicines.

Further reading

Appendix 1 — Trends in prescribing of gabapentinoids

Appendix 2 — Evidence review summary

Appendix 7 — Summary of GMMMG and NICE quidance for self-management and use
of gabapentinoids in pain
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National and local guidance

11.

12.

13.

14.

15.

NICE recommends non-pharmacological, physical, and psychological therapies as
options to treat neuropathic pain and primary chronic pain.%23

NICE does not recommend gabapentinoids for managing sciatica, low back pain
and chronic primary pain.?® For alternative management including alternative
pharmacological options refer to the links under further reading heading below.

Pregabalin and gabapentin are recommended as options for initial treatment of
neuropathic pain by NICE, but local GMMMG guidance indicates amitriptyline
should be trialled first (except trigeminal neuralgia).®

After an unsuccessful trial of gabapentin or pregabalin, duloxetine may be offered
for neuropathic pain. Duloxetine can also be offered as a second line treatment for
diabetic neuropathy provided there is a clear diagnosis. For details refer to Greater
Manchester Medicines Management Group (GMMMG) guidance on neuropathic

pain.®

GMMMG'’s recommendations on drug choice in neuropathic pain are listed below.
Details on titration can be found_here.®

1%ine 2" line 3 line
Neuropathic pain, | Amitriptyline Gabapentin, or pregabalin if Duloxetine
e.g. postherpetic gabapentin not tolerated or

inadequate response after
appropriate trial

Painful diabetic Amitriptyline Gabapentin, or pregabalin if Duloxetine
neuropathy gabapentin not tolerated or
inadequate response after
appropriate trial, or duloxetine

Trigeminal Carbamazepine Refer to specialist
neuralgia

16. A table containing detailed NICE and GMMMG recommendations is available
in Appendix 7 - Summary of GMMMG and NICE qguidance on self -
management and use of gabapentinoids for pain.

Further reading

NICE: Chronic pain (primary and secondary) — using NICE quidelines for assessment

and management — visual summary

NICE NG59: Low back pain and sciatica in overl6s: assessment and management

(updated September 2020)

NICE NG193: Chronic pain (primary and secondary) in over 16s: assessment of all

chronic pain and management of chronic primary pain (April 2010)
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http://gmmmg.nhs.uk/docs/guidance/GMMMG-Neuropathic-Pain-Guidance-approved-by-PaGDSG.pdf
http://gmmmg.nhs.uk/docs/guidance/GMMMG-Neuropathic-Pain-Guidance-approved-by-PaGDSG.pdf
http://gmmmg.nhs.uk/docs/guidance/GMMMG-Neuropathic-Pain-Guidance-approved-by-PaGDSG.pdf
https://www.nice.org.uk/guidance/ng193/resources/visual-summary-pdf-9073473517
https://www.nice.org.uk/guidance/ng193/resources/visual-summary-pdf-9073473517
https://www.nice.org.uk/guidance/ng59
https://www.nice.org.uk/guidance/ng59
https://www.nice.org.uk/guidance/ng193
https://www.nice.org.uk/guidance/ng193

Managing patient expectations and shared decision making

17.

18.

19.

20.

21.

22.

23.

24.

25.

26.

Patients may come to medical appointments with a strong expectation that medicines
will meet their needs, and some will assertively make a case for a prescription.®

Not all types of pain are suitable to be treated with gabapentinoids. Gabapentinoids
are not effective for the management of non-neuropathic pain, including sciatica,
lower back pain?, alone or in combination with opioids’, or perioperative pain®. NICE
guidance NG193 for management of chronic pain published in April 2021
recommends to not initiate gabapentinoids for chronic primary pain including
fibromyalgia (chronic widespread pain), complex regional pain syndrome (unless
offered as part of a clinical trial), chronic primary headache and orofacial pain,
chronic primary visceral pain and chronic primary musculoskeletal pain due to
insufficient evidence.?

There is evidence to support use of gabapentin and pregabalin in painful diabetic
neuropathy and postherpetic neuralgia, and additionally in central neuropathic pain
(pregabalin only). °1°

In Greater Manchester, neuropathic pain should be treated initially with a trial of
amitriptyline; gabapentin and / or pregabalin are recommended at second and third
line.>

Neuropathic pain is often chronic and difficult to treat. Gabapentinoids used for some
types of neuropathic pain benefit around one in every three to four people and
provide moderate pain relief of up to 50%. This means that for every ten patients
initiated on gabapentinoids for chronic pain they will likely be ineffective and should
be stopped for about two thirds of patients. %10

Patients should be advised that gabapentinoids will likely provide only partial
improvement in pain and full relief is rarely achieved.

Where gabapentinoids are to be prescribed, the clinician and patient should agree a
carefully supervised trial of therapy with evaluation of analgesic efficacy and adverse
effects.

The goal of therapy should be to reduce symptoms sufficiently to support an
improvement in physical, social, and emotional functioning. The goals should be
realistic, e.g. 50% reduction in pain (a commonly used as endpoint in clinical trials),
This should be agreed with the patient and recorded in the treatment plan.

It should be explained to patients that gabapentinoids cannot be taken as required
and that taking an additional dose does not result in reduced pain but can cause
unwanted side effects.?

Patients should be made aware of the importance of dosage titration, the titration

process and the requirement to take a stable regime for a few weeks (up to 8 weeks

GMMMG Gabapentinoids - Prescribing for pain - Resource pack v. 1.1
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27.

28.

29.

30.

31.

32.

33.

34.

35.

for gabapentin with at least 2 weeks at maximum dose, and 4 weeks for pregabalin)
before assessing for improvement in pain.®

The review assessment after the trial period is essential and allows for assessment
of effectiveness of the treatment and adverse effects. Patients who do not achieve
useful pain relief from gabapentinoids within this period are unlikely to gain benefit in
the long term. >0

Patients should be made aware that if there is no or insufficient improvement in
symptoms after an adequate trial period, discontinuation will be discussed and
implemented.

Short-term efficacy does not guarantee long-term efficacy, therefore, regardless of
which analgesic is used, regular review and reassessment to determine that there is
continued value from using a particular medication is important in providing on-going
good quality pain management.t10

A trial of dose reduction with possible cessation will be considered for patients on
stable doses.!!

Both pregabalin and gabapentin have significant side effect profiles. These should be
discussed with the patient before treatment begins.

Patients should be made aware of potential risk of long-term consequences including
dependence, withdrawal symptoms, a spectrum of neurological adverse effects
including dizziness, gait disturbance, weight gain and less know effects such as sexual
dysfunction. 910

The risk of respiratory depression should be assessed when initiating gabapentinoids
in patients with respiratory comorbidities, neurological disease, renal impairment and
in combination with other respiratory depressants such as opioids. Elderly patients and
patients who misuse other drugs are at the highest risk of respiratory depression, as
noted in MHRA alerts for gabapentin and pregabalin.t?13

Patients should be warned about the risk of sedation and the impact on carrying out
tasks that need them to concentrate including driving and operating machinery,
particularly at the beginning of the treatment and after dose increases, and until it is
known whether the drug affects their ability to perform these activities.'#

Following concerns about abuse and dependence, gabapentin and pregabalin have
been reclassified as class C controlled substances and schedule 3 controlled drugs in
April 2019. Itis illegal to possess pregabalin and gabapentin without a prescription and
to supply or sell them to others.1®

Further reading
Appendix 2 — Evidence review summary

Practice resources

Appendix 3 — What to discuss with the patient when considering treatment with
gabapentinoids - checklist
Appendix 4 — Ten footsteps - Patient information leaflet

GMMMG Gabapentinoids - Prescribing for pain - Resource pack v. 1.1
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https://www.gov.uk/drug-safety-update/gabapentin-neurontin-risk-of-severe-respiratory-depression
https://www.gov.uk/drug-safety-update/pregabalin-lyrica-reports-of-severe-respiratory-depression

Appendix 5 — About pain - Patient information leaflet

Appendix 6 — Thinking about gabapentinoid treatment for pain - Patient information

leaflet

Initiation of gabapentinoids

Before prescribing

36.

37.

38.

39.

40.

41.

42.

43.

44.

Non-pharmacological options and less harmful, alternative drugs should be first-line
treatments for pain and may be tried preferentially in higher risk settings or in patients
who may be more likely to be harmed by gabapentinoids.

In Greater Manchester gabapentinoids are not recommended first-line for treatment
of neuropathic pain. Amitriptyline is the recommended 1%t line for treatment (except
for trigeminal neuralgia). Amitriptyline should be adequately trialled for 6-8 weeks,
with at least 2 weeks at the maximum tolerated dose before making an effectiveness
assessment.®> Many people need a very slow titration to allow them to manage the
side effects.

Gabapentin and pregabalin should only be prescribed appropriately in the
management of neuropathic pain, after consideration of first line options, while taking
steps to minimise the risk of misuse and diversion.*®

The S-LANNS tool (appendix 8) may be useful in assessment of neuropathic pain.
Other examples of questionnaires include: Pain Assessment tool for Neuropathic
Pain, painDETECT, DN4, and locally available tools.

It is the prescriber’s responsibility to ensure underlying conditions are appropriately
managed, to ensure referral to appropriate services and to provide relevant self-care
advice.

Patients should be aware of the likely efficacy of the drugs for management of their
symptoms and about the risk of harms, including dependence and risk of withdrawal
symptoms.*6

Patients who are offered gabapentinoids need to have sufficient information to
consent to the treatment plan. Importance of initial trial and timely review must be
emphasised.

Effective, personalised care should include shared decision making with patients and
regular reviews of whether treatment is working. Prescribing decisions should be
discussed in full with patients and they should be made aware of the importance of
their co-morbidities and context in making a safe prescribing decision.

The use of gabapentin or pregabalin for other types of pain than neuropathic is off-
label and lacks evidence.

GMMMG Gabapentinoids - Prescribing for pain - Resource pack v. 1.1
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https://www.ruh.nhs.uk/zz_content_include/services/clinics/pain_clinic/documents/Pain_Assessment_tool_for_Neuropathic_Pain.pdf
https://www.ruh.nhs.uk/zz_content_include/services/clinics/pain_clinic/documents/Pain_Assessment_tool_for_Neuropathic_Pain.pdf
http://www.specialistpainphysio.com/wp-content/uploads/2010/07/painDETECT-Questionaire-01.pdf
http://www.westsuffolkccg.nhs.uk/wp-content/uploads/2019/10/DN4-questionnaire-Final.pdf

45

. If a decision is made to prescribe the drugs for unlicensed indications, the rationale
should be discussed with the patient, appropriate consent acquired, and all
discussions clearly documented.*

Further reading

NICE: Chronic pain (primary and secondary) — using NICE guidelines for

assessment and management — visual summary

Appendix 7 - Summary of GMMMG and NICE guidance on self -management and use
of gabapentinoids for pain

General Medical Council: Prescribing unlicensed medicines

MHRA: Off-label or unlicensed use of medicines: prescribers’ responsibilities

Practice resources

Appendix 3 — What to discuss with the patient when considering treatment with
gabapentinoids - checklist

Appendix 4 — Ten footsteps - Patient information leaflet

Appendix 5 — About pain - Patient information leaflet

Appendix 6 — Thinking about gabapentinoid treatment for pain - Patient information leaflet
Appendix 8 — S-LANNS pain score

Appendix 9 — Gabapentinoid management plan: Treatment agreement

Appendix 11 — Taking gabapentinoids for pain - Patient information leaflet

Appendix 12 — Driving and pain — Patient information leaflet

Prescribing agreement

46.

47.

48.

A written, structured treatment management plan can act as a helpful starting point
when discussing progress and agreeing therapy and serve as documentation of a
shared decision made.

The agreement should include information on the desired outcomes of treatment,
frequency of review, dose prescribed and circumstances in which gabapentinoid
treatment may be stopped. It should be part of routine practice.

Emphasise that treatment will be discontinued if the trial proves ineffective.

Practice resources
Appendix 9 — Gabapentinoid management plan: Treatment agreement

Documentation

49. Clinical records should include:

e indication

e tried or considered non-pharmacological treatments and referrals

e relevant clinical findings that support the decision to prescribe gabapentinoids

e note of off-label use and justification of such use

e the choice of drug, starting dose and titration, details of any planned dose escalation
and duration of treatment

e agreed outcomes of therapy

GMMMG Gabapentinoids - Prescribing for pain - Resource pack v. 1.1
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https://www.nice.org.uk/guidance/ng193/resources/visual-summary-pdf-9073473517
https://www.nice.org.uk/guidance/ng193/resources/visual-summary-pdf-9073473517
https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/good-practice-in-prescribing-and-managing-medicines-and-devices/prescribing-unlicensed-medicines
https://www.gov.uk/drug-safety-update/off-label-or-unlicensed-use-of-medicines-prescribers-responsibilities

e the circumstances under which gabapentinoid therapy should be discontinued
e arrangements for initial review following trial and follow up reviews
¢ the information given to patients including off-label use as relevant

Further reading

General Medical Council: Prescribing unlicensed medicines
MHRA: Off-label or unlicensed use of medicines: prescribers’ responsibilities

Gabapentinoid trial

50. A gabapentinoid trial establishes whether the patient achieves any reduction in pain
with gabapentinoid use.

51. Achieving optimal doses and managing side effects of gabapentinoid is not the
purpose of the trial; these can be explored once it has been shown whether
gabapentinoids are helpful for the patient.

52. Agree easily assessable outcomes which indicate that gabapentinoids have a role in
the patient’s management. These will usually include reduction in pain intensity (e.g.
by 50%) and ability to achieve specific functional improvements. For patients in whom
sleep is significantly impaired by pain, improved sleep would be a reasonable outcome
as well as some functional improvement in daily activities.

53. A titrated approach, to initiation of both gabapentin and pregabalin is recommended,
taking into consideration patient characteristics e.g. elderly, renal impairment,
breastfeeding. The detailed GMMMG guidance on titrating regimens can be found
here.®

54. The patient should keep a diary prior to and during the gabapentinoid trial. This should
include a daily report of pain intensity, comments on sleep, note of activity levels and
functioning. Doses of gabapentinoids should be recorded in the diary with a comment
on side effects.

55. It may take several weeks to reach an effective dosage for gabapentin and an
adequate trial may take 3-8 weeks and include at least 2 weeks on maximum tolerated
dose. Pregabalin should be trialled for 4 weeks.®

Practice resources
Appendix 9 — Gabapentinoid management plan: Treatment agreement
Appendix 8 — S-LANNS pain score
Appendix 10 — Symptoms diary
Appendix 11 — Taking gabapentinoids for pain - Patient information leaflet
Appendix 12 — Driving and pain — Patient information leaflet
Appendix 15 — Gabapentinoids for treatment of pain - New patients — Sample policy for
local adaptation
Appendix 16 — Gabapentinoids for treatment of pain — Issuing prescriptions — Sample
policy for local adaptation
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https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/good-practice-in-prescribing-and-managing-medicines-and-devices/prescribing-unlicensed-medicines
https://www.gov.uk/drug-safety-update/off-label-or-unlicensed-use-of-medicines-prescribers-responsibilities
http://gmmmg.nhs.uk/docs/guidance/GMMMG-Neuropathic-Pain-Guidance-approved-by-PaGDSG.pdf

Choice of gabapentinoid and dose

56. Gabapentin should only be offered if amitriptyline at the maximum dose is
unsuccessful in controlling neuropathic pain. If amitriptyline is not tolerated, it should
be withdrawn gradually over 4 weeks to prevent discontinuation symptoms.!

S7.

58.

59.

Pregabalin may be considered to treat neuropathic pain in patients who cannot
tolerate gabapentin, or who have not responded fully to gabapentin despite an
adequate, fully documented trial.> Advice on switching between gabapentin and

pregabalin can be found in SPS guidance here.®

Dose adjustment may be required in patients with renal impairment, those co-
prescribed interacting medications and in elderly. See table below for detailed advice
for as per BNFE and NICE Clinical Knowledge Summaries (CKS).

Renal Gabapentin Renal Pregabalin
function function
eGFR* Maximum Maximum daily | eGFR* Maximum starting daily | Maximum starting
starting daily dose dose daily dose
dose
80-90 300mg TDS 1200mg TDS 60-90 75 mg a day (divided 300 mg a day
in two or three doses) | (divided in two or
50-80 200mg TDS 600mg TDS three doses)
30-49 100mg TDS 300mg TDS 30-60 75 mg a day (divided 300 mg a day
in two or three doses) | (divided in two or
three doses)
15-29** 100mg TDS 200mg TDS 15-29** 25-50 mg a day (as 150 mg a day (as
on alternate one daily dose or one daily dose or
days divided in two doses) divided in two
doses)
<] 5*** 100mg TDS 100mg TDS <] 5*** 25 mg once a day 75 mg once a day
on alternate
days

*mL/min/1.73m?2
**stage 4, severe impairment
*** stage 5, very severe impairment or endstage

Ensure the dose and formulation of gabapentinoid is optimised to ensure the most
cost-effective preparation is used (e.g. review continued need for oral solutions).
Consider twice daily pregabalin instead of equivalent three times a day dosing.

Initial review and early treatment (stabilisation)

60.

61.

62.

Review patients every 2 to 4 weeks while initiating or increasing dose (review
symptoms, drug effectiveness, side effects, tolerability and adherence) and depending
on clinical need.

The initial assessment after the trial period is essential after about 8 weeks after
initiation of gabapentin and 4 weeks of treatment with pregabalin (or earlier if
appropriate), to check signs of efficacy, tolerance and adverse effects. The review
should include assessment of pre-agreed treatment goals and symptom diary.

Further reviews and titration may be required for the next two months.
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63.

64.

65.

66.

67.

68.

69.

Patients who do not achieve useful pain relief from gabapentinoids within this period
are unlikely to gain benefit in the long term, however they may experience long-term
side effects.”® The treatment should in this instance be gradually discontinued and
reasons documented.

Following a successful trial and agreement to continue treatment, review patients
regularly.

The dose should be titrated up to the maximum tolerated within the suggested dose
range. Detailed GMMMG advice available here.®

Stepping up should be closely monitored. Prescribe daily or weekly if high-risk of abuse
or addiction. If not possible, consider limiting prescription quantities to reflect review
requirements e.g. issue 14-day scripts only for those patients on a 2-weekly review
cycle.

Aim to maintain patients on the minimum dose which controls pain. Patient’s
treatment can be considered stable when there have been at least two months of
relative improvement in pain following dose stabilisation.

The decision to continue the treatment long-term should be considered carefully by
the prescriber, the patient and their carers and other members of the healthcare
team.

Do not add gabapentin or pregabalin prescribed for pain to the repeat prescribing
system.

Practice resources

Appendix 10 — Symptoms diary

Appendix 15 — Gabapentinoids for treatment of pain - New patients — sample policy for
local adaptation

Appendix 16 — Gabapentinoids for treatment of pain — Issuing prescriptions — Sample
policy for local adaptation

Appendix 21 - Pain Assessment and Documentation Tool — Sample for transcription
onto GP prescribing system

Review of patients on stable gabapentinoid dose+’

Review frequency

70.

71.

72.

73.

When established on a stable dose, review patients every 6 months (and where this is
not possible, at least annually).

In patients co-prescribed opioids ensure review every 3 months.

More regular reviews should be considered as an absolute priority for patients with a
history of misuse or if recently released from prison, e.g. every 2 weeks.

Patients who have been receiving repeat gabapentinoid prescriptions for pain should
be reassessed every 6 months (and where not possible, at least annually).

GMMMG Gabapentinoids - Prescribing for pain - Resource pack v. 1.1
14


http://gmmmg.nhs.uk/docs/guidance/GMMMG-Neuropathic-Pain-Guidance-approved-by-PaGDSG.pdf

74. In patients prescribed gabapentinoid for type of pain in which use of gabapentinoid
lacks evidence (e.g. sciatica) the continued prescribing should be risk assessed and
changed if possible.

During review

75. Effectiveness, tolerability, adverse effects, and adherence can be assessed using
resources like the symptoms diary or the pain assessment and documentation tool
(see below for links to resources).

76. The original indication for the prescription should be discussed to establish ongoing
need and potential risk of misuse, particularly for off-label indications.

77. Consider intermittent dose reductions (or drug holidays) to demonstrate that ongoing
prescriptions are clinically appropriate and beneficial.

78. A trial of dose reduction and potential discontinuation should be undertaken on 6-

monthly basis (or if not possible, at least annually) to ascertain ongoing effectiveness.
11,12

79. Many patients whose pain is well controlled eventually manage to successfully reduce
their dose of gabapentinoids, and they should be invited to try this, with support if
required.

80. Alternative treatments, including non-pharmacological interventions, should be
reconsidered and reoffered at each review.

Practice resources

Appendix 10 — Symptoms diary

Appendix 13 — Letter inviting patients for review — Sample

Appendix 14 — Text message inviting patient for medicines review - Sample

Appendix 15 — Gabapentinoids for treatment of pain - New patients — Sample policy forlocal
adaptation

Appendix 16 — Gabapentinoids for treatment of pain — Issuing prescriptions — Sample policy
for local adaptation

Appendix 17 — Lost and stolen controlled drug prescriptions — Sample procedure for local
adaptation

Appendix 18 — Patients with identified dependence, or diversion of controlled drugs —
Sample policy for local adaptation

Appendix 19 — Reporting of controlled drug _incidents via cdreporting.co.uk — Sample
procedure for local adaptation

Appendix 21 - Pain Assessment and Documentation Tool —Sample for transcription onto
GP prescribing system

Rational prescribing
81. Keep pain relief simple and effective.

82. Follow these S.T.E.P.S. to answer the following questions:

Is it Safe for the patient to continue this medication long term?

Can they Tolerate this medication with its side effects?

Is the medication Effective? Some patients can’t tell one way or another.

Are they on the best Priced treatment? (expensive treatment is acceptable if it works)
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83.

84.

85.

e Is the taking of analgesics as Simple as possible? Would a long-acting preparation

be preferable to frequent doses of short-acting analgesics?

It is easier to manage prescribing for pain if a single medicine is used at a time rather
than combining several drugs. Extreme care should be taken when co-prescribing
gabapentinoids and opioids.

Drugs should be used for their licensed indication only.

The minimum effective dose should always be used. Ensure the patient understands
the titrating regimen and the fact that taking another dose will not provide immediate
pain relief but exposes the patient to increased harm.

Patient safety concerns

86.

87.

Risk of severe respiratory depression with gabapentin and pregabalin.??3

Be aware of the risk of central nervous system (CNS) depression, including severe
respiratory depression.

Consider whether dose adjustments might be necessary in patients at higher risk of
respiratory depression, including elderly people, patients with compromised
respiratory function, respiratory or neurological disease, or renal impairment, and
patients taking other CNS depressants.

Report any suspected adverse reactions on a Yellow Card.

Risk of abuse and dependence?®

Refer to sections on misuse and dependence and prescribing in substance misuse.

e Cases of abuse and dependence should be reported on a Yellow Card.

Misuse and dependence

88.

89.

90.

91.

Most patients who are prescribed gabapentinoids will use their medicines
appropriately without misuse.®

Gabapentinoids have a propensity to be used as recreational drugs due to their
potential to exert significant euphoric effects, sedation and dissociation. They can
also be used to enhance psychoactive effects of other drugs. Pregabalin misusers
achieve these effects by taking large quantities, ranging from 200mg to 5g as a
single dose.?

Gabapentinoids depress the central nervous system (CNS) and can also cause
drowsiness, respiratory depression and in extreme cases, death. This is particularly
of concern if co-used with other centrally acting drugs, particularly opioids?, and
alcohol, as the CNS depressant effects may accumulate.

Pregabalin is considered more dangerous than gabapentin, as its pharmacokinetics
allow it to achieve higher concentrations in the body. This also may be why it is more
sought after for misuse than gabapentin. There is evidence that gabapentinoids are
diverted and abused with estimated prevalence of 1.6% in the general population and
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92.

93.

94.

up to 68% among opioid abusers.'® There is a growing illegal market, and these
drugs are also being bought through online pharmacies.*®

Patients should be assessed for risks and benefits of taking gabapentinoids before
prescribing. The potential for abuse, dependence or diversion should be managed
and minimised.312:13

The risk tool developed for opioids may be useful in assisting with this determination
in patients prescribed gabapentinoids.

Prescribing for patients with a known or suspected propensity to misuse, divert or
become dependent on these drugs may place these people at a greater risk from
their use. However, it should be noted that such patients may also have a higher
prevalence of the indicated conditions for these drugs and some may benefit from
their use.? In particular, people with a current or past history of substance misuse or
in recovery from dependence on drugs need clinical understanding and expertise to
treat their legitimate need for medicines that can cause dependence and withdrawal,
when they are in acute pain or at the end of life.®

Identification of dependent patients

95.

Prescribers need to be aware that some patients may wish to accumulate supplies
with a view of taking excessive doses in order to achieve psychoactive effects.® The
following should be considered as potential risks for and signs of dependence,
misuse or diversion:

Long-term prescribing for off-label use and insistence that only gabapentinoid
treatment will alleviate pain; refusal to explore other treatment pathways.

Difficulty in stopping treatment or reducing the dosage due to withdrawal symptoms.
Current or past psychiatric illness or profound emotional trauma.

History of substance misuse.

Specific requests for initiation of gabapentinoid, including post prison service.
Repeated early prescription requests and/or repeated reports of lost medication; with
or without reports of taking doses larger than prescribed or requests for escalation.
Records of requests for supplies of gabapentinoids from out of hours services.
Reports of concern by a healthcare professional, family members or carers about
gabapentinoid use.

Challenging behaviour if the next prescription is not readily available.

Refusal to attend or failure to attend appointments to review gabapentinoid
prescription.

Resisting referral for specialist addiction assessment or failing to attend specialist
appointments.

Seeking gabapentinoids from different prescribers (e.g. locums) within and outside
GP/; may be associated with attempting unscheduled visits.

Obtaining medications from the internet or from family members or friends.

Appearing sedated in clinic appointments.

Deteriorating social functioning including at work and at home.
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e Resisting or refusing drug screening.
e Signs or symptoms of injecting or snorting gabapentinoids.

96. Patients may source gabapentinoids illicitly. Referral to specialist substance misuse
services is advised, as required, for assessment and psychological treatment of the
underlying difficulties where the whole substance misuse picture will be considered.!?

Prescribing drugs likely to cause dependence or misuse

97. When prescribing drugs likely to cause dependence or misuse, the BNF advises that
the prescriber has three main responsibilities:

e To avoid creating dependence by introducing drugs to patients without sufficient
reason.

e To see that the patient does not gradually increase the dose of a drug, given for good
medical reasons, to the point where dependence becomes more likely.

e To avoid being used as an unwitting source of supply for addicts and being vigilant to
methods for obtaining medicines.

98. Patients under temporary care should be given only small supplies of drugs unless they
present an unequivocal letter from their own doctor.

99. Itis sensible to reduce dosages steadily or to issue weekly or daily prescriptions for small
amounts if it is apparent that dependence is occurring.

100. Prescribers should also remember that their own patients may be attempting to collect
prescriptions from other prescribers, especially in hospitals.

101. The Royal College of General Practitioners has developed a Top Ten Tip: Dependence
Forming Medications document which Practices may find useful.

Practice resources

Appendix 15 — Gabapentinoids for treatment of pain - New patients — Sample policy for local
adaptation

Appendix 16 — Gabapentinoids for treatment of pain — Issuing prescriptions — Sample policy
for local adaptation

Appendix 17 — Lost and stolen controlled drug prescriptions — Sample procedure for local
adaptation

Appendix 18 — Patients with identified dependence, or diversion of controlled drugs — Sample
policy for local adaptation

Appendix 19 — Reporting of controlled drug incidents via cdreporting.co.uk — Sample
procedure for local adaptation

Appendix 20 — Preparation for dose reduction
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Dose reduction and stopping gabapentinoids in primary care7.

20

Indications for dose reduction (tapering) and discontinuation
102. It is important to taper or stop the gabapentinoid regimen if:

the medication is not providing useful pain relief

the underlying painful condition resolves

the patient develops intolerable side effects

there is strong evidence that the patient is diverting their medications to others

103. Reducing the dose and potential discontinuation should also be considered in following

situations as a regular practice:

every 6 months for patients on long term treatment for pain, particularly off-label
where possible, after two months of relative improvement in pain following stabilisation
on treatment

if poor response to treatment

on request of patient

if patient is pregnant, breastfeeding or planning to conceive (unless the benefits to the
mother outweigh the potential risk to the foetus or baby)

if renal function impairment occurs (see table under paragraph 58).

104. Discontinuation is possible in most people who are dependent on gabapentinoids

105.

once problems related to prolonged use are explained and discussed (including the
potential complications of long-term gabapentinoid use and the benefits of

stopping).

Enquire about willingness to reduce and stop the drug.

106. Assess whether this is a suitable time to stop taking the drugs. The chances of

success are improved when a person's emotional and mental health needs are
identified and an appropriate plan for support is established. Physical health and
personal circumstances are important as well and should be stable.

107. Withdrawal symptoms (e.g. agitation with confusion, disorientation, tachycardia,

palpitations, anxiety, sweating) occur if a gabapentinoid is stopped/dose reduced abruptly
and so doses should be gradually reduced.

108. The decision to taper/stop an established gabapentinoid regimen needs to be discussed

carefully with the patient including:

the rationale for stopping gabapentinoids including the potential benefits of
gabapentinoid reduction (avoidance of long-term harms and improvement in ability to
engage in self-management strategies)

agreeing outcomes of gabapentinoid tapering e.g. stopping gabapentinoid completely
arrangements for monitoring and support during gabapentinoid dose reduction
documented agreement of tapering schedule
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109. The reasons for discontinuation should be clearly documented e.g. lack of efficacy,
intolerable adverse effects.

110. Patients should be provided resources such as patient information leaflets in addition
to information about local and national support groups if considered necessary.

111. Patients should be advised against taking extra doses in times of stress and
compensating for reduced dose of gabapentinoids by increasing the intake of alcohol or
other drugs (prescription, non-prescription, or illicit drugs) or smoking.

Practice resources

Appendix 13 — Letter inviting patients for review — Sample

Appendix 14 — Text message inviting patient for medicines review - Sample

Appendix 20 — Preparation for dose reduction

Appendix 21 - Pain Assessment and Documentation Tool — Sample for transcription onto GP.
prescribing system

Tapering regimens
112. The dose of drug that can be tapered depends on the total daily dose. The dose can be
reduced every 1-2 weeks depending on individual patients.

113. Gradual dose tapering allows observation of emergent symptoms that may have been
controlled by the drug.

114. The table below contains examples of recommended reduction schedules®®

Drug and dose Reduction schedule

Gabapentin (total Reduce total daily dose by 300 mg every 10 days (range 7-14 days)
daily dose > 900

mg)

Gabapentin (total Reduce total daily dose by 100 mg every 10 days (range 7-14 days)
daily dose <900

mg)

Pregabalin Reduce total daily dose by 50-100 mg every 10 days (range 7-14

days)
Warn patients of risk of overdose or death if a higher dose of pregabalin or gabapentin is
taken following tapering, as tolerance is reduced.

115. Tapering can be paused but should not be reversed except in exceptional circumstances.

116. The reduction becomes a larger proportion of the dose that the patient is taking as their
dose reduces. This is why patients may run into difficulty (e.g. returning pain, withdrawal
symptoms) as they reach lower doses. Patients should be advised to contact the clinician
overseeing their dose reduction in such circumstances.

117. Consider smaller dose reductions as the dose becomes lower but warn the patient not to
be tempted to prolong the drug withdrawal to an extremely slow rate towards the end.
Advise the patient to consider stopping completely when they reach an agreed
appropriate low dose.
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118.

119.

120.

If complete withdrawal of treatment is not successful, continue the last dose in the
reduction regimen at which pain was tolerable and discuss long term goals and non-
pharmacological management. Consider referral to specialist pain clinic and/ or condition
specific service. Re-attempt tapering in 3-6 months as dictated by patient and clinical
factors.

Patients who are failing to derive benefit from large doses of gabapentinoids (greater than
3600mg of gabapentin or 600mg per day of pregabalin) may need support from specialist
services in order to reduce medication.

Some patients may need specialist support in discontinuing gabapentinoids. Consider
seeking specialist advice, or referral to an appropriate specialist for people with:

A history of alcohol or other drug use or dependence - be aware that heavy users
of alcohol may use it as a substitute for the drug being withdrawn.

Concurrent, severe medical or psychiatric disorder or personality disorder.

A history of drug withdrawal seizures - these generally occur in people who suddenly
stop high doses of the drugs. Slow tapering is recommended for these individuals.

Withdrawal symptoms

121.

122.

123.

124.

Patients should be made aware that withdrawal symptoms are possible during
tapering of gabapentinoids. Patients should be told about withdrawal symptoms, the
likely duration and how best to manage these symptoms should they occur.

Withdrawal symptoms are common and can appear between 12 hours and 7 days
after cessation of use, with most cases occurring between 24 and 48 hours. More than
half of the patients report agitation with confusion. Disorientation is reported by 45% of
patients.®

Other symptoms, that are similar to the withdrawal effects of benzodiazepines and
alcohol, include tachycardia, palpitations, anxiety, sweating, restlessness,
hypertension, tremor, gastrointestinal symptoms, paranoia, auditory hallucinations and
suicidal ideation.®

Patients with psychiatric comorbidities and the elderly may be at an increased risk of
withdrawal. A slower tapering schedule such as a twice-weekly reduction of 10-25%
of the dose has been suggested to minimise the risk of withdrawal effects.®

What if the patient isn’t keen to stop or reduce medication?

125.

126.

In many people who are concerned about stopping treatment despite explanation and
reassurance, persuading them to try a small reduction in dose may help them realise that

their concerns are unfounded.

Small dose reductions and regular follow up to provide full support for the patient should
be offered. Other options for pain management should be reconsidered regularly
including non-pharmacological interventions.
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127. A consideration should be given to balancing risk of alternative sourcing of
gabapentinoids, e.g. online or from abroad.

128. General Medical Council’s guidance is that doctors have to act in the patient’s best
interests — this may involve reducing a gabapentinoid prescription against the patient’s
wishes.

129. Document your reasons for embarking on an enforced discontinuation, and on your
attempts to gain patient agreement. A documented multidisciplinary team discussion is
advisable. Consider contacting secondary care (such as the pain clinic) for advice.

130. A suggested strategy for an enforced discontinuation, if unable to gain patient’s
agreement to reduce their gabapentinoid:
e Pick a reduction dose (e.g. 10% of the total dose).

e Inform the patient that you will reduce their prescription by that amount every month.
They can decide at what point during the month they wish to reduce their intake but
need to be ready for the lower dose when they collect their next prescription.

e Make sure you implement the dose reductions.

e Clearly document the decision in the patient medical records so that other colleagues
can see the plan.

e You will need to ensure that the patient is not inadvertently prescribed gabapentinoids
by colleagues. This requires good communication within the practice, with locum
services and if necessary, out of hours and emergency services.

Practice resources

Appendix 7 - Summary of GMMMG and NICE guidance on self -management and use of
gabapentinoids for pain

Appendix 13 — Letter inviting patients for review — Sample

Appendix 14 — Text message inviting patient for medicines review - Sample

Appendix 20 — Preparation for dose reduction

Appendix 21 - Pain Assessment and Documentation Tool — Sample for transcription onto GP
prescribing system

Appendix 22 — Gabapentinoid reduction — Patient information leaflet

Appendix 23 - Gabapentin dose reduction instructions for patient

Appendix 24 — Pregabalin dose reduction instructions for patient

Appendix 25 - Blank dose reduction chart for gabapentin

Appendix 26 - Blank dose reduction chart for pregabalin

Strategies for reduction of gabapentinoid prescribing at practice
level

131. It is important that practices monitor gabapentinoid prescriptions both at patient and
practice level. This can be supported by setting suitable prompts for reviews on GP
prescribing system.

132. There is evidence that sending educational letters/leaflets to patients explaining the
problems associated with long term gabapentinoid use and encouraging them to
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gradually step down, is a successful intervention, even in patients who have previously
been advised (or attempted) to reduce.

133. It is recommended that practices send an educational letter to all suitable patients;
possibly every 6 months (or if not possible, at least annually).

134. Practices could work with pain clinics to identify patients at risk of dependence or misuse.

135. The Royal College of General Practitioners have produced a series of fact sheets about
prescribed drug misuse which includes an approach to managing dependence on
prescribed medication.

Practice resources

Appendix 13 — Letter inviting patients for review — Sample

Appendix 14 — Text message inviting patient for medicines review - Sample

Appendix 20 — Preparation for dose reduction

Appendix 22 — Gabapentinoid reduction — patient information leaflet

Appendix 27 — Prescribing factsheet for the management of neuropathic pain for display

in waiting rooms or clinic room
Appendix 28 — READ codes
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Appendix 1 — Trends in prescribing of gabapentinoids

The gabapentinoids, gabapentin and pregabalin, have been available since the 1990s originally as
antiepileptic agents. Subsequently their marketing authorisations were extended to include the
treatment of peripheral neuropathic pain such as painful diabetic neuropathy and postherpetic
neuralgia for gabapentin, and the treatment of peripheral and central neuropathic pain and
generalised and social anxiety disorder for pregabalin. Despite the narrow licensing profile and limited
evidence for clinical effectiveness, these drugs have come to be used inappropriately for a wider
range of off-label indications (e.g. back pain and other chronic pain), sometimes in place of opioids or
benzodiazepines in the mistaken belief that they are less liable to misuse or dependence, and lack of
awareness of the withdrawal problems that can arise when prescribing is stopped.”

Arguably, increase in inappropriate prescribing for pain in general stems from the perception,
promoted by some pharmaceutical manufacturers and clinical societies, that chronic pain is
undertreated in general population and requires medicalisation. Another interesting pattern is noted in
PHE’s report on how new classes of medicines replace existing treatments (benzodiazepines
replaced barbiturates, and when z-drugs replaced benzodiazepines for insomnia), which seems to be
happening now as gabapentinoids are used to replace opioids for some forms of pain.”

It is claimed that the rise of off-label and non-evidence based prescribing of gabapentinoids in the
USA was led from aggressive marketing by the manufacturer of gabapentin originator (Neurontin,
Pfizer).™ This was investigated and resulted in the largest healthcare fraud settlement of £1.4bn prior
to the Purdue Pharma settlement for its role in the USA’s opioid epidemic.5 ™

Recent analysis of prescribing in the UK found that in 2017 at least 52% of gabapentin and 55% of
new pregabalin prescriptions were for off-label purposes including predominantly prescribing for non-
neuropathic pain.™ A growing trend was also noted for co-prescribing of gabapentinoids and opioids.
The availability of medicines excessively prescribed and subsequently diverted can be another driver
for dependence and misuse.

The inappropriate prescribing of gabapentinoids leads to unnecessary expenditure in the already
limited NHS budget, not only due to the spend on the medicines but also on the management of side
effects and related dependence in case of substance abuse and misuse.

There is a variation in prescribing across the NHS regions which may, in part be explained by social
and demographical differences between populations. On a CCG level it appears to be strongly
associated with deprivation. [PHE, 2019] A prior analysis presented by NHSE and PHE in 2014
advice for prescribers points out significantly higher rate of gabapentinoid prescribing in the north of
England. #

Primary care data, available via Open Prescribing, confirms overall growing trends in Greater
Manchester (GM) and also demonstrate that the 10 CCGs have, over the years, remained in the top
third of high-prescribing CCGs (number of items prescribed per practice registered population). Over
£4m was spent on prescribing of gabapentin and pregabalin in GM in 2019/20, and over 1m items
were prescribed for these two medications.

* PHE, Dependence and withdrawal associated with some prescribed medicines, an evidence review, 2019

T Steinman MA et al. Narrative review: the promotion of gabapentin: an analysis of internal industry documents. Ann Intern Med. 2006;145(4):284-93

¥ Goodman CW at al Gabapentin and Pregabalin for Pain — Is Increased Prescribing a Cause for Concern? N Engl J Med 2017;377:411-4.
doi:10.1056/NEJMp1704633

§ Pfizer agrees record fraud fine. BBC News. 2009.http://news.bbc.co.uk/1/hi/business/8234533.stm

™ https://www.theguardian.com/us-news/2019/sep/11/purdue-pharma-opioids-settlement-sackler-family

 Montastruc F, et al. Trends in First Gabapentin and Pregabalin Prescriptions in Primary Care in the United Kingdom, 1993-2017Gabapentin and Pregabalin
Prescription TrendsLetters. JAMA 2018;320:2149-51. doi:10.1001/jama.2018.12358

* Stanard et al. Advice for prescribers on the risk of the misuse of pregabalin and gabapentin, NHSE & PHE, 2014
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Appendix 2 — Evidence review summary

The 2017 and 2019 Cochrane reviews found evidence to support use of gabapentin and pregabalin in
painful diabetic neuropathy and postherpetic neuralgia, and additionally mixed or unclassified post-
traumatic neuropathic pain (pregabalin only).5% ™ These effects were modest, however, with point
estimates of NNTSs in the range of 4 to 14 for the outcome of 50% or more pain intensity reduction
over baseline considered important for patients. Authors of both reviews concluded that the level of
evidence was mainly moderate due to relatively small sample sizes and short study durations. Any
benefits of treatment came with a high risk of adverse events and withdrawal because of adverse
events, but serious adverse events were not significantly increased compared with placebo. Central
nervous system adverse events were relatively common and increased in incidence with higher
doses. Both pregabalin and gabapentin have significant side effects profiles experienced by most
people and trial data informs that about 25% discontinued treatment for this reason. Another
systematic review and meta-analysis of randomised controlled trials concluded lack of efficacy of
gabapentinoids in the management of chronic low back pain alone or in conjunction with opioids and
demonstrated significant risk of drug related adverse events.™ The table below summarises NNT and
NNH based on the last two Cochrane reviews.

Table 1. The summary of findings for number needed to treat (NNT) and number needed to harm (NNH) from
Cochrane reviews on use of gabapentin and pregabalin in neuropathic pain

Gabapentin (vs. Pregabalin (vs. placebo)
placebo)
1200 mg daily dose or 300mg daily dose 600mg daily dose
greater
NNT NNH*** NNT NNH** NNT NNH***
Postherpetic 6.7 Atleast one any | 5.3 (3.9 | Somnolence 3931 Somnolence
neuralgia (5.4to0 adverse event to 8.1) 9.5(7.0to 15) | to5.5) 5.2(4.1t07.0)
- -
substantial benefit 8.7) 7.5 (6.1t0 9.6) Dizziness 4.8 Dizziness 3.8
Somnolence, (3.9t06.2) (3.2t04.9)
drowsiness, or
Postherpetic 48 (4.1 sedation A(_jverse event | 57 (2.2 A(_JIverse event
neuralgia o6 0)- 11 (9.4 to 14) 3.9 (3.0 withdrawal t0 3.7) withdrawal
moderate benefit ** Dizziness t0 5.6) 11 (7.8 t0 19) 7.1 (5.3 to 11)
] ] ] 8(7t09.4)
Painful diabetic 6.6 (5.0 ) 14 (9.7 | Somnolence 6.1 (4.7 Somnolence
neuropathy to 10) | Peripheral t026) |13 (11t0o17) | t08.8) 9.6 (7.5 to 13)
substantial benefit * oedema o .
20 (16 to 27) Dizziness 10 Dizziness 5.6
. . . 8.6t0 13 4.8106.7
Painful diabetic 6.6 (4.9 | Ataxia or gait 22 (12 ( ) 9.6 (6.5 ( )
neuropathy t0 9.9) disturbance to 200) | Adverse event | to 41) Adverse event
moderate benefit ** 8.5 (6.1 to 14) withdrawal withdrawal
Adverse events 35 (22 to 82) 12 (9.2 t0 19)
withdrawals
30 (20 to 66)

* At least 50% of pain relief or patient global impression of change, if included.
** At least 30% of pain relief or patient global impression of change, if included.

*** Serious adverse effects not included as not found more common than in placebo arms for any of the studies.

88 wiffen PJ, et al. Gabapentin for chronic neuropathic pain in adults. Cochrane Database of Systematic Reviews 2017, Issue 6. Art.
No.: CD007938. DOI: 10.1002/14651858.CD007938.pub4

* Derry S et al. Pregabalin for neuropathic pain in adults. Cochrane Database of Systematic Reviews 2019, Issue 1. Art. No.:
CD007076. DOI: 10.1002/14651858.CD007076.pub3

" Shanthanna H et al. Benefits and safety of gabapentinoids in chronic low back pain. A systematic review and meta-
analysis of randomized controlled trials. PLoS Med 2017;14:1-21.
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The 2017 Cochrane review found gabapentin at a daily dose of 1200mg and greater was effective for
postherpetic neuralgia with 32% patients experiencing at least 50% pain intensity reduction (or pain
rated as very much improved) versus 17% for placebo. The achievement of this degree of pain relief
is associated with important beneficial effects on sleep interference, fatigue, and depression, as well
as quality of life, function, and work. On the same outcome measure for painful diabetic neuropathy
the findings were 38% versus 23%. Over half of those treated with gabapentin will not have
worthwhile pain relief but may experience adverse events. Benefit was balanced by more withdrawals
due to adverse events, and participants taking gabapentin experienced more adverse events,
including somnolence, dizziness, peripheral oedema, and gait disturbance than did those taking
placebo. Serious adverse events were no more common with gabapentin than placebo, and death
was an uncommon finding in these studies. Evidence for use of gabapentin in other types of
neuropathic pain is very limited. Finally, there was no way to incorporate into the review important
observations on the timing and consistency of analgesia with gabapentin in neuropathic pain. In
postherpetic neuralgia, individual participant-level pooled analyses of several large trials have
demonstrated that, judged by the proportion of participants with a 1 out of 10-point pain intensity
reduction, around 20 to 40 days is heeded for effects to be seen. Early response, defined as a 30%
pain intensity reduction or greater, was predictive of response after 10 weeks, while pain intensity
reduction of less than 10% at week 5 was the best early predictor of lack of response at week 10.

The 2019 Cochrane review found moderate level of evidence for efficacy of pregabalin in postherpetic
neuralgia, painful diabetic neuralgia, and mixed or unclassified post-traumatic neuropathic pain at
daily dose of 300mg and 600mg, and absence of efficacy in HIV neuropathy; evidence of efficacy in
central neuropathic pain (e.g. after trauma due to stroke or spinal cord injury) was inadequate. Some
people will derive substantial benefit with pregabalin; more will have moderate benefit, but many will
have no benefit or will discontinue treatment. Very limited evidence is available for neuropathic back
pain, neuropathic cancer pain, and some other forms of neuropathic pain. Benefit was balanced by an
increase in common adverse events and withdrawals due to adverse events compared with placebo.
Adverse events were more frequent with higher pregabalin doses, leading to lower (worse) number
needed to treat for an additional harmful outcome (NNH) values. The authors concluded that the
reporting of adverse effects did not accurately capture the true profile seen in trials for other
indications, e.g. there was lack of reports of misuse. Moreover, lack of reports of sexual dysfunction
was noted, in the light of acknowledged fact that erectile dysfunction has been a cause for concern for
younger men treated with antiepileptic drugs for epilepsy, and anorgasmia has been reported with
gabapentin.

More recently, in its guidance for chronic pain (NG193), NICE reviewed pharmacological
management of chronic primary pain. The clinical guidelines committee agreed that overall, there was
insufficient evidence to justify the routine use of gabapentinoids for chronic primary pain. It decided
that the risk of harms alongside the lack of evidence for effectiveness for managing chronic primary
pain were sufficient to recommend against the use of anti-epileptics, including gabapentinoids for this
population. The full review is available here. Refer to sections: 3 and 4.1.1. for safety of
gabapentinoids in chronic pain, 4.1.2.for clinical effectiveness and 4.1.3. for benefits and harms.##

¥ NICE, NG193: Chronic pain (primary and secondary) in over 16s: assessment of all chronic pain and management in chronic primary
pain, April 2021
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Appendix 3 — Checklist - What to discuss with the patient when
considering treatment with gabapentinoids 2!

>

>

Review symptoms. The S-LANNS tool may be useful to assess neuropathic pain.

Allow patient to voice concerns and expectations.

Check that non-pharmacological management options, e.g. physical and psychological
therapies (which may be offered through a rehabilitation service) have been
considered and tried. Explain that these should continue to be used alongside any
pharmacological management.

Discuss any other pharmacological therapy which has been considered or tried. Ensure
treatment was optimised (e.g. amitriptyline as 1%t line for neuropathic pain).

Agree the degree of pain relief that might be expected and understand that the aim is
not for complete relief but rather reducing pain sufficiently to self-manage the pain.

Explain that gabapentinoids can only be prescribed for neuropathic pain after 1% line
amitriptyline has been adequately trialled and found ineffective.

Assess any history of drug abuse or dependence.

Explain the harms related with gabapentinoid treatment including side effects that may
affect mental and physical function and potential for problematic drug use and addiction.

Explain the likely efficacy and that it is possible that gabapentinoids may not help at all,
and that they work for a proportion of people and are not likely to provide complete pain
relief.

Review and look at any drug interactions, contraindications, warnings and precautions
for use. Gabapentinoids do interact with other painkillers, particularly opioids and
alcohol.

Adjust if needed for renal function. Gabapentinoid doses depend on renal function —
details on dose adjustment can be found here).

Inform patient of the impact on driving skills and operating machinery.

Discuss the circumstances in which gabapentinoid therapy will be discontinued.

Agree and set a realistic goal with a use of a treatment plan including:

the gabapentinoid trial including starting dose and titration schedule
specific functional goals that might be achieved

arrangements for initial and ongoing review

arrangements for prescriptions
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Appendix 4 — Ten footsteps - Patient information leaflet %!

liveWell

Ten Footsteps withpain
Your Journey to Living Well with Pain

Leaming how to manage your painis a journey. Like any journey, it takes time and
everyone's experience is different. We know from people living with pain that there are
some things which can be really helpful. We've called these the Ten Footsteps and
we'll tell you something about them in this leaflet.

Footstep 1: What do we know about persistent pain?

Persistent pain can cause a range of

Persistent pain is very different from the kind of pain problems, including:

you experience when you touch something hot or injure - Buchable nerwes. Shght pressure can cause

yourself. Itgoes on long after normal healing and repair unpleasant and painflsensations fike pins and

time, and affects different parts of the brain and neadies or elect fic shocks.

nervous system. + Sensitivity. Skin, muscles or nerves can be more
sensitive to pressure, touch or heat.

The best way of reducing pain is to help your mind and
brain to turn it down. Read the other nine footsteps to
find out how to do this

+ Faulty brain activity. The systems that turn down pain
don'twork.

» Low mood. Living with persistent pain can cause
strong feelings such as anger and frustration.

Footstep 2: Acceptance

Accepting persistent pain as part of your everyday lifeis

a huge help. Rather than strugeling to avoid or reduce Things that help with acceptance:

your pain, you can learn to observe, understand and - Slowly adjust how you do things.

accept it. This is not easy - - Try to think and view yourself and life differently.
it can be hard to accept i fr = g » Patiently shift your focus to what you really want to
that you are not the \ % doeach day.

person you were. + Learn how to switch your attention from your painto

Howewer, as you otherthings - your breat hing, for example.
accept things have + Use some techniques from mindfulness, such as
changed, you can mindful stretching.
switch your energy m + Find the best type of support and help.
and focus to
living well. @
The loag and winding
rood b acceplance mgeo
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Footstep 3: Pacing every day for better times

Padngis taking a break before pain, tiredness or

exhaustion force you to stop. Many people use pain to How to pace welk:

guide their activity levels. On a ‘good day’ they try to get 1 Decide which activities you need to pace. If any daily
as much done as possible until their pain and tiredness activities are difficult because of your pain or they cause
increase, forcdng them to stop and rest for much longer. your pain to increase, they probably need to be paced.

This Is called the ‘boom-and-bust’ cyde. 2. Work out how much effort to put into each activity

without causing more pain. Reduce your activity so that
you stop or take a rest long before you would usually
experience pain. Then, steadily build up your body
stamina by increasing what you do before each break.

3. Find the balance of activity and rest breaks so if your
body is feeling stiffer, more tired or pain than usual,
you can adjust the balance This means you take more

Activity - Rest - Repeat! breaks, use less effort or go more slowly or change to

an easier activity at that time.

Footstep 4: Set goals, action plans and rewards

Goal setting is about focusing on the things in your life A fewexamples of SMART goals

that you wart to change. Your goals need to be SMART: . Renda Y Bookwithin thi e moath

+ Pot plants in the greenhouse by the end of the month.

SMART goals + Tryout anew redpe every weekend.
S = Specific. State clearly what you want to achieve. + Go to the next midweek football match with friends.
+ Swim and relax in the sauna every week.
M= Meaningful. The goals really matter to you
A = Achievable. They require some effort but are Action plans help you work out how to achieve your
not too difficult goal, what you need to do, when you will do it, how

R =Realistic. You can fit them into your life. often and who else you can involve.

T =Time-based. They can be achieved within the Regular rewards can help you to make progress.
next few weeks or a couple of months Whether big or small, make sure that your rewards are
things you really value and make them pleasurable.

f

ity
3 X%

To gel frora A b B.. you're (" L B

qoing To aeed a placl

i -
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Footstep 5: Getting fit and staying active

Being more active and building fitness can help - even

if it was not really part of your life before pain arrived. Things that \ﬂ help you to get fitter

Three things are important: and stay active:

1. Stretching helps loosen tight muscles, ligaments + Create SMART goals and an action plan to guide
and joints and increases flexibility. you(see Footstep 4).

2. Strengthening exercises will build stronger muscles + Find out what's available in your local area.
and joints and improve balance. « Choose things that are fun and easy todo.

3. Staminaactivities help you to do things for longer = Enjoyactivities with other people.
without more pain or tiredness, - Gentlyincrease the amount of time spent doing

activities.
« Give yourself regular rewards.
+ Tell others about your progress.

Filaess is more. fua with frieads!

Footstep 6: Managing moods

It is normal to struggle with moods when you have
persistent pain. People often feel angry, frustrated,
fearful and unmotivated because of it.

Here are some things that you can do to
manage your moods better:

« Notice negative and un helpful thoughts, and find
ways to balance or soothe them.

- Practise balanced thinking - imagine what a best
friend would say if they knew what you were
thinking. Ask yourself %re my thoughts 100 per cent
true and believable?

« Do things that unwind and soothe your mind,
such as walking the dog listening to music and
breathing calmly.

« Create a list of positive things you have done that
day or week

+ Practise being kind to yourself by pacing and giving
yourself pleasurable rewards.

= Learn from others with similar pain issues.

+ Find out about self-help resources to manage
your moods.

« Share your plans with people you trust and get
their support.

Focus on The good bits!

me @
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Footstep 7: Sleep well more often

Many people with pain find that their sleep is disrupted.
New research shows that by adjusting what you do
during the day, as well as night, it is possible to achieve
a healthier sleep pattem.

Tirse for aem sleep shills!

Four things are important for better sleep:

1. Yourdaily routines. Tryto go to bed and getup atthe
same time each day.

2 Youractivity levels. Increasing activity in the day can
help you to sleep better at night. Take care to avoid
energetic exercise shortly before sleep.

3 Yourfood and drink habits. Avoid caffeinated drinks
{ate in the day and big meals late in the evening. You
should atso avoid drinking too much before bed.

&, Yourbedtime routine. Follow the same wind-down
routine every evening and make sure your bedroom is
dark and used only for sleep ~ don’t watch TV or do
work in bed

Footstep 8: Healthy eating, managing relationships and work

Healthy eating

Eatingwell and having a normal-range weight will help
you to build better health and cope well with pain.

There are many things that you can do to help achieve a
healthy weight -~ and they don't always involve a diet!
Ask your doctor or pharmadst for a medication review,
as some drugs can contribute to weight gain. Reducing
portion sizes, cutting out snacks and switching to a
Mediterranean diet can help, too.

.9

Managing relationships

Connecting with others can feel
like the last thing you want
to do when pain dominates
your life. Yet doing things
with other people is likely
to lift your mood and
distract you from focusing
on your pain. It can also
motivate you to do more of
the activities you enjoy.

Leara how To connect
betler with olhers

Coping with work
Staying at work or retuming to work gives your life

routine, structure and purpose. Here are some tips that
can help:

+ Think about what needs to happen for you to return
to work.

« Ifyou are looking for work, be flexible about what
you might do.

+ Askfor a phased return starting with just two to
three hours per dayand building up from there.

« Be prepared to accept any support thatis
offered at work.

-,
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Footstep 9: Relaxation and mindfulness

Unwinding your body and mind can make a positive
difference to your life and your pain. We know that
relaxation and mindfulness lessen pain levels, reduce
stress and improve concentration.

Mindfulness is being aware of your body and mind in
the ‘now’. It's about noticing what you think, feel or
want atthis moment without being too critical or
judging yourself There is plenty of evidence showing
that mindfulness can help us to live better with difficult
health problems such as pain.

Like any other skill, mindfulness needs daily practice
and guidance to use it confidently. You can learn it from
someone who knows about mindfulness, sign up for an
internet course or join a local class.

Footstep 10: Managing setbacks

Setbacks are common while managing pain. Having the
confidence to deal with them is a ‘must have’ skill.
Asetback plan helps you to cope better and reduces
the sense of panic thatthey sometimes cause.

Sethack? Pace reore
and keep aclive!

Here are the different types of relaxation
that you can practise:

1. Breathing and muscle relaxation. This includes
techniques such as ‘belly breathing ortighteningand
then relaxing parts of the body.

2. Refocusing your attention. You can do this by
shifting yourattention away from your pain using
vis ualisation techniques.

3. Choosing relaxing activities. Amything that helps
you to unwind will be good for your pain, such as
reading a magazine, listening to music, walking the
dog or doing a puzzie.

Here are some things that you can include in
your setback plan:

» (ut back on normal activities for a few days and take
more regular breaks.

* Keep gently active and avoid long periods of bed rest.

» Begin gentle stretching as soon as possible to
regain flexibility.

+ Practise relaxation or mindfulness breathing.

= Try not to get into negative thinking - tell yourself
this is temporary and you have a planto get
backontrack.

Find out more
Discover more ways to manage pain...

Overcoming Chronic Pain self help CBT book, Cole et
al, 2005 (ISBN 9781472105738)

Manage your Pain Nicolas et al, 2012 (ISBN
9780285640481)

Pain is Really Strange Steve Haines and Sophie
Standing, 2015 (ISBN 9781848192645)

Find out about free books on prescription at libraries
at www.reading-well.org.uk

People with pain and dinicans in pain self management have created the Ten Footsteps 10 help you find your feet

www.painconcern.org.uk
- useful range of videos and sources of help

www.healthtalkonline.org
- people with pain share ways to cope and live well

www.nhsuk - for guides to healthy eating, exerdse,
fitness and a pain toolkit resource

www.breathworks-mindfulness.org.uk
- explores mindful practice with courses and resources

www.paincd.org uk
- audio resource about ways to living with
chronic pain

-

and start to five well with pain. Contact info@ fiveweltwithpain co.uk with ideas 10 share or feedbadc.

ViL@212 © Live Well with Pain 20918
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Appendix 5= About pain - Patient information leaflet 2!

Most of us have experience of everyday pain including headaches, pain from minor injuries
and muscular pain for example following exercise. These pains don’t last long and often don’t
need treatment.

All pain we feel is affected by how we are feeling generally, our experience of pain and any
concerns we have about the cause of the pain. If we are worried and distressed about how
pain may affect us in the future, our pain will feel worse. Also, unpleasant thoughts, feelings
and memories (even if these are not to do with pain) can influence how we feel pain. Anxiety,
depression, post-traumatic stress disorder, previous emotional upsets or other mental health
problems, are likely to worsen our experience of pain and make it more difficult to treat.

Types of pain

Pain is usually described as acute (short-term) or chronic (long-term) pain (usually more than
three months).

e Acute pain is usually related to an obvious injury such as dental infection, bone fracture
or operation.

e Chronic pain sometimes begins with an injury, but the pain doesn’t get better as
expected: often it is not clear how a chronic pain has started. Common types of chronic
pain include low back pain, pain related to arthritis and pain related to injury to a nerve
or other part of the nervous system (neuropathic pain). Chronic pain is usually not a sign
of on-going injury or damage but may be to do with changes in the nervous system that
occur over time so that the pain signalling becomes self-sustaining over a prolonged
period.

e Cancer pain is usually described separately and may be short or long lasting. The pain
can relate to the cancer itself or the cancer treatment. Additionally, people with cancer
may experience acute or chronic pain unrelated to their cancer.

Acute and chronic pain can range from mild or severe with the difference being how long the
symptoms last.

GMMMG Gabapentinoids - Prescribing for pain - Resource pack v. 1.1
33



Treatments for different types of pain (you may have more than
one type of pain)

Acute pain

Acute pain can be severe but usually gets better quite quickly (days or weeks). Treatments
usually only need to be taken for a short time, while healing of the injury begins. Acute pain is
often straightforward to treat with a range of medicines and other treatments depending on
how severe the pain is. Community pharmacy should be the first point of call where advice can
be accessed for effective oral and topical treatments. Opioid medicines are useful for treating
acute pain and usually only need to be given for a period of a few days. The dose of opioid
should be reduced as healing occurs.

Chronic pain

Chronic pain can cause low mood, irritability, poor sleep and reduced ability to move around.
Unlike acute pain, chronic pain is difficult to treat with most types of treatment helping less than
a third of patients. Most treatments aim to help you self-manage your pain and improve what
you can do.

Different treatments work for different people. Non-medicine treatments may be used such as
electrical stimulating techniques (TENS machine), acupuncture, advice about activity and
increasing physical fitness, and psychological treatments such as cognitive behavioural
therapy (CBT) and meditation techniques such as mindfulness. Medicines generally, including
gabapentin and pregabalin, are often not effective for chronic pain.

It is important that you understand that treatments with medicines tend not to be very
effective and that the aim is to support you in functioning as well as possible. Physical activity
does not usually cause further injury and is therefore safe.

Neuropathic pain

Neuropathic pain is a type of chronic pain associated with injury to nerves or the nervous
system. Types of neuropathic pain include, sciatica following disc prolapse, nerve injury
following spinal surgery, pain after infection such as shingles or HIV/AIDS, pain associated
with diabetes, pain after amputation (phantom limb pain or stump pain) and pain associated
with multiple sclerosis or stroke. Neuropathic pain is usually severe and unpleasant.

Medicines may be used to treat neuropathic pain but are usually not very effective and work
for a small proportion of people. You may not benefit from the first drug tried so you may need
to try more than one drug to try and improve symptoms.

Cancer pain

Cancer pain is usually associated with an obvious source of tissue damage and may be acute
or chronic. Neuropathic pain can occur with cancer diagnoses and treatments (such as
radiotherapy). Because cancer pain treatment, particularly at the end of life, is often for a short
duration, it is usually more successful than chronic pain treatment. People who recover from
cancer or who survive a long time with cancer may have pain that is more difficult to treat.
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Appendix 6 — Thinking about treatment with gabapentin or
pregabalin for pain. Patient information leaflet 21

Pain is complicated and influenced by many factors, including:
» how you are feeling in general
» your previous experience of pain
» your understanding of why you have pain and any worries you have about it
» how you deal with your pain and how your pain affects your life

Pain that doesn’t get better tends to cause distress, tiredness and irritability. Your sleep may
also be affected and it can cause problems with daytime activities and moving around. Because
of this, it can also affect relationships with friends and family.

You should discuss, with your doctor, what you expect from the treatment. It is easier to treat
pain after surgery or an injury with painkiller medicines; however, it is rarely possible to relieve
long-term pain completely by using painkillers. The aim of treatment is to reduce your pain
enough to help you get on with your life. In trials most medicines for long-term pain only benefit
around one in every four or five people and on average only provide 30% reduction in pain.

Medicines work best if you combine them with other ways of managing symptoms such as
regular activity and exercise, and doing things that are satisfying or enjoyable, such as work or
study, and social activities. Setting goals to help improve your life is an important way to see if
these drugs are helping.

'Why don’t my painkillers work?’ is a commonly asked question, and often one without any
easy answers. Long-term pain arises through many different mechanisms, and most drugs only
work for one of these. Some pains do not seem to respond to any painkilling medicines. You
can get used to painkillers, including gabapentinoids; so that you need more and more to have
the same effect (this is called building up tolerance.) However, we know that high doses of
gabapentinoid medicines taken for long periods are unlikely to give better pain relief and are
associated with several problematic adverse effects. Those affecting more than 1 in 10 patients
include dizziness, headache and drowsiness, which should be temporary (but if you feel it you
should not drive or operate machinery). The less common side effects that affect less than 1
in 10 people include: increased appetite and weight gain, confusion, disorientation, irritability,
poor concentration and memory loss, clumsiness, problems with sleep, reduced sex drive,
difficulties with erection and climax, change in bowel habit, nausea and vomiting.

You should also consider:

» if you are allergic to any drugs or medicines

» if you are taking any other medicines (including painkillers like opioids) or herbal
medicines

if you are pregnant or breastfeeding, or if you are planning to become pregnant in the
future

if you have a kidney problem

if you have or have had a history of excessive alcohol use, recreational drug use or
addiction to prescribed or over-the-counter medication

you will be asked to sign a patient contract and keep a diary of symptoms if you decide to
start treatment

vV VV V¥V
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Appendix 7

— Summary of GMMMG and NICE guidance for self-

management and use of gabapentinoids in pain

NG193 Chronic pain (primary and secondary) in over 16s: assessment of all chronic

pain and management of chronic primary pain, April 20213

Non-
pharmacological
management of
chronic primary
pain

Exercise programmes and physical activity for chronic primary pain

1.2.1 Offer a supervised group exercise programme to people aged 16 years and
over to manage chronic primary pain. Take people's specific needs, preferences
and abilities into account.

1.2.2 Encourage people with chronic primary pain to remain physically active for
longer-term general health benefits (also see NICE guidelines on physical activity
and behaviour change: individual approaches).

Psychological therapy for chronic primary pain

1.2.3 Consider acceptance and commitment therapy (ACT) or cognitive behavioural
therapy (CBT) for pain for people aged 16 years and over with chronic primary
pain, delivered by healthcare professionals with appropriate training.
Acupuncture for chronic primary pain

1.2.5 Consider a single course of acupuncture or dry needling, within a traditional
Chinese or Western acupuncture system, for people aged 16 years and over to
manage chronic primary pain, but only if the course:

* is delivered in a community setting and

* is delivered by a band 7 (equivalent or lower) healthcare professional with
appropriate training and

* is made up of no more than 5 hours of healthcare professional time (the number
and length of sessions can be adapted within these boundaries) or

* is delivered by another healthcare professional with appropriate training and/or in
another setting for equivalent or lower cost.

Pharmacological
management of
chronic primary
pain

1.2.10 Do not initiate any of the following medicines to manage chronic primary
pain:

* antiepileptic drugs including gabapentinoids, unless gabapentinoids are offered as
part of a clinical trial for complex regional pain syndrome (...)

1.2.7 Consider an antidepressant, either amitriptyline, citalopram, duloxetine,
fluoxetine, paroxetine or sertraline, for people aged 18 years and over to manage
chronic primary pain, after a full discussion of the benefits and harms.

In April 2021, this was an off-label use of these antidepressants. See NICE's
information on prescribing medicines.

1.2.12 When making shared decisions about whether to stop (...) gabapentinoids
(...), discuss with the person any problems associated with withdrawal.

NG59 Low back pain and sciatica in over 16s: assessment and management (last

updated December 2020) 2

Self-
management

1.2.1 Provide people with advice and information, tailored to their needs and
capabilities, to help them self-manage their low back pain with or without sciatica,
at all steps of the treatment pathway. Include:

« information on the nature of low back pain and sciatica

* encouragement to continue with normal activities.

Exercise

1.2.2 Consider a group exercise programme (biomechanical, aerobic, mind—body

or a combination of approaches) within the NHS for people with a specific episode
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or flare-up of low back pain with or without sciatica. Take people's specific needs,
preferences and capabilities into account when choosing the type of exercise.
Manual therapies

1.2.7 Consider manual therapy (spinal manipulation, mobilisation or soft tissue
techniques such as massage) for managing low back pain with or without sciatica,
but only as part of a treatment package including exercise, with or without
psychological therapy.

Psychological therapy

1.2.13 Consider psychological therapies using a cognitive behavioural approach
for managing low back pain with or without sciatica but only as part of a treatment
package including exercise, with or without manual therapy (spinal manipulation,
mobilisation or soft tissue techniques such as massage). [2016]

Combined physical and psychological programmes

1.2.14 Consider a combined physical and psychological programme, incorporating
a cognitive behavioural approach (preferably in a group context that takes into
account a person's specific needs and capabilities), for people with persistent low
back pain or sciatica:

» when they have significant psychosocial obstacles to recovery (for example,
avoiding normal activities based on inappropriate beliefs about their condition) or
» when previous treatments have not been effective.

Return-to-work programmes

1.2.15 Promote and facilitate return to work or normal activities of daily living for
people with low back pain with or without sciatica.

Pharmacological
management

Do not offer gabapentinoids, other antiepileptics, (...) for managing

sciatica as there is no overall evidence of benefit and there is evidence of harm.

If a patient is already taking gabapentinoids, explain the risks of continuing theses
medicines.

If a person is already taking opioids, gabapentinoids or benzodiazepines for
sciatica, explain the risks of continuing these medicines

1.2.18 If a person is already taking opioids, gabapentinoids or benzodiazepines
for sciatica, explain the risks of continuing these medicines with withdrawal with
the person.

1.2.30. Do not offer gabapentinoids or antiepileptics for managing low back pain.

CG173 Neuropathic pain in adults: pharmacological management in non-specialist

settings (last updated September 2020) *

Self- 1.1.1 Physical and psychological therapies may be offered through a rehabilitation
management service

Pharmacological | Neuropathic pain except trigeminal neuralgia

treatment 1.1.8 Offer a choice of amitriptyline, duloxetine, gabapentin or pregabalin as initial
options treatment.

1.1.9 If the initial treatment is not effective or is not tolerated, offer one of the
remaining 3 drugs, and consider switching again if the second and third drugs tried
are also not effective or not tolerated.

1.1.10 Consider tramadol only if acute rescue therapy is needed.

1.1.11 Consider capsaicin cream for people with localised neuropathic pain who
wish to avoid, or who cannot tolerate oral treatments.

Trigeminal neuralgia

1.1.13 Offer carbamazepine as initial treatment. Follow the MHRA safety advice on
antiepileptic drugs in pregnancy.

1.1.14 If initial treatment with carbamazepine is not effective, is not tolerated or is
contraindicated, consider seeking expert advice from a specialist and consider

early referral to a specialist pain service or a condition-specific service.
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Treatment
review

2.3 Carry out regular clinical reviews to assess and monitor the effectiveness of the
treatment. Each review should include an assessment of:

* pain control

* impact on lifestyle, daily activities (including sleep disturbance) and participation

* physical and psychological wellbeing

+ adverse effects

* continued need for treatment

GMMMG, Neuropathic Pain in Adults - Guideline for Primary Care, November 2019 °

Self-management

2.1 Physical and psychological therapies, which may be offered through a
rehabilitation service

First choice
medications

All neuropathic

3.2.1 Offer patients amitriptyline first line with suggested titration:
Step 1 - amitriptyline 10mg at night* for 2 weeks

Step 2 - amitriptyline 20mg at night* for 6 weeks

Step 3 - amitriptyline 30mg at night*

pain Step 4 - amitriptyline 40mg at night*

(except Step 5 - amitriptyline 50mg at night*

trigeminal * Ensure patient tolerates dose at each step before increasing dose.

neuralgia) The normal maximum dose is 75mg daily but up to 100mg can be used with
caution, and on specialist advice, if the patient is deriving benefit with limited side-
effects.

Alternative 3.2.2 Offer patients gabapentin second line, if the maximum dose of amitriptyline

options is unsuccessful in controlling pain.

All neuropathic

Gabapentin is licensed for treatment of peripheral neuropathic pain in adults such
as diabetic neuropathy and post herpetic neuralgia. Use for other conditions is off-

pain label.

(except Various dose titrations may be used for gabapentin.

trigeminal

neuralgia) 3.2.3 Offer pregabalin if gabapentin is not tolerated or there is no adequate
response.
Pregabalin is licensed for the treatment of peripheral and central neuropathic pain
in adults. Use for other conditions is off-label.
3.2.5 Offer duloxetine as third line, or second line for diabetic neuropathy.
Duloxetine is licensed for the treatment of diabetic peripheral neuropathic pain.
Use for other conditions is off-label.
3.2.6 Consider tramadol only if acute rescue therapy is needed.
3.2.7 The topical option is capsaicin cream 0.075% which could be used in
localised neuropathic pain in patients who wish to avoid or cannot tolerate oral
treatment.

Trigeminal 3.3.1 Offer carbamazepine as initial treatment. Carbamazepine is licensed for the

neuralgia paroxysmal pain of trigeminal neuralgia in adults.

3.3.2 If initial treatment is not effective or cannot be tolerated do not offer any
other drug treatment unless advised by a specialist.

Treatment review

2.3 Carry out regular clinical reviews to assess and monitor the effectiveness of
the treatment. Each review should include an assessment of:

* pain control

« impact on lifestyle, daily activities (including sleep disturbance) and participation
» physical and psychological wellbeing

* adverse effects

* continued need for treatment
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Appendix 8 — S-LANNS* pain score??

The S-LANSS Pain Score

1. Inthe area where you have pain, do you also have “pins and needles’, tingling or prickling

sensatlons?
[ Mo -1 don't get these sensations 0
[ ¥Es -1 get these sensations 3

2.  Doesthe painful area change colour (perhaps look mottled or more red) when the pain is

particularly bad?
[ Mo -The pain does not affect the colour of my skin 0
[ ¥ES -1 have noticed that the pain does make my skin look different from normal. 3

3. Does your pain make the affected skin abnormally sensitive to touch? Getting unpleasant
sensatlons or pain when lightly stroking the skin might describe this.

[] Mo -The pain does not make my skin abnormally sensitive to touch. 0

[ ¥ES — My skin in that area Is particularly sensitive to touch. 3

4. Does your pain corme on suddenly and in bursts for no apparent reason when you are completely
still? Words like “electric shocks”, jumping and bursting might describe this.

D MO - My pain doesn't really feel like this. 0

] ¥Es -1 get these sensations often. 2

5. Inthe area where you have pain, does your skin feel unusually hot like a burning pain?

[ Mo -1 don't have burning pain 0

[] s -1 get burning pain often 1

6. Gently rub the painful area with your index finger and then rub a non-painful area (for example, an
area of skin further away or on the opposite side from the painful area). How does this rubbing feel
I the: painful area?

|:| The painful area feels no different from the non-painful area 0

] 1feel discornfort, like pins and neadles, tingling or burning in the painful area that ks different 5
from the non-painful area

7. Gently press on the painful area with your finger tip and then gently press in the same way onto
anon-painful area (the same non-painful area that you chose in the last guestion). How does this

feel in the painful area?
[ The painful area does not feel different from the non-painful area. o
[ I feel numbness or tenderness In the painful area that is different from the non-palnful area. 3

Total score:

Scoring a score of 12 or more suggests pain of predominantly neuropathic origin

Sounce: Bennatl, M eral | Fain, ol 6 Mo 3 anch, 2005 po 149-158 The S-LANSS Sooee for |dentilying Fain ol Peedominant ly Beunopatie: Oginc Walidation for U
i Climical and Poatad Reseanch

23

*S-LANNS is a a health tool adapted from the Leeds Assessment of Neuropathic Symptoms Scale and Signs 2001 study by
Benne.
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Appendix 9 — Gabapentinoid management plan: Treatment
agreement 21

This is an agreement for a trial period during which the prescriber will need good
evidence of improvement in function to embark on long-term treatment. Your GP is
responsible for prescribing a safe and effective dose of gabapentinoid medication. Your GP
may liaise with other pain specialists to support prescribing decisions to manage your pain.

Patient Nname: ... NHS number: ..o

Drug name (select): gabapentin or pregabalin

Condition being treated: .........................

Period before next mandatory review!11?

New trial Long-term Long-term with High-risk patients*

Gabapentin Pregabalin opioids

After 8 weeks | After 4 weeks | 6-12 monthly | Min. 3-monthly Very regularly, e.g. 2- weekly

Patient declaration
In signing this agreement, the patient agrees to the following conditions regarding his/her
treatment and the prescribing of a gabapentinoid medication:

1.

o 01 b~

| have read the ‘Thinking about gabapentinoid treatment for pain’ and ‘Taking
gabapentinoid for pain’ information leaflets and | will tell my GP if | experience on-
going/intolerable side effects.

. | will follow the directions agreed between me by my GP; | will not increase my dose and

will discuss any changes in my dose with my GP.

. | agree | will not use any other gabapentin/pregabalin in addition to those prescribed by my

GP.

. I will only obtain my gabapentinoid medication from my pharmacist.
. I understand that no early prescriptions will be provided.
. Any evidence of unsafe use such as: drug hoarding, acquisition of any gabapentinoid

medication or other pain medication from other sources, uncontrolled dose escalation, loss
of prescriptions, or failure to follow the agreement may result in termination of the
agreement and discontinuation of gabapentinoids.

. | am responsible for the security of my gabapentinoid medication at home. Lost, misplaced

or stolen medication or prescriptions for gabapentinoid medicines may not be replaced. In
the event that gabapentinoid medication is stolen, | will report this to the police.

. | am aware that giving my gabapentinoid medication to other people is illegal and could be

dangerous to them.

. I understand that if my level of physical activity has not improved over an agreed period of

time, | do not show a significant reduction in my pain, or if | do not comply with any of the
conditions listed above my gabapentinoid prescription may be changed or stopped.

Patient’s signature: .........ccoooiiiiiii i Date: ....coooviiiiiii
Medical practitioner’'s signature: ............cccoeiiiiiiiiiiinenn. Date: ....ooovviiiiii

*e.g. those on opioid substitution therapy, or under a drug and alcohol service
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Appendix 10 — Symptoms diary %!
This diary will help you and your doctor, nurse or pharmacist to decide whether the pain relief medications you take are suitable for you. Please fill in
the pain diary every day before and after you start your treatment with gabapentin or pregabalin.

When you fill in your pain intensity please use the pain assessment tool below to help you describe the pain you are experiencing at minimum twice
daily, unless agreed otherwise with your prescriber. Please keep a note of any side effects that your pain relief medications cause and how the pain is

affecting your daily activities such as stopping you doing activities or limiting how far you can walk. If your sleep is affected by pain, please record how
you slept the night before.

Please bring the completed pain diary to the next appointment for your pain. You and your doctor, nurse or pharmacist can use the information you
record to decide if your pain relief medications are right for you.

Pain assessment tool

o) 1 2 3 4 5 6 7 8 9 10
I 1.1 1 1T 1T 1T 1T’ T 1
Verbal No Mild Moderate Severe Very Worst pain
Descriptor pain pain pain pain severe pain possible
Scale
Wong-Baker /= = o =
Facial [C]O) OO/
Grimace [ { 3
Scale v —_—
0 4-6 7-9 10
No pain You feel The pain makes it difficult The pain is quite Worst pain
some pain or to concentrate and may interfere intense and is causing imaginable.
discomfort but with your ability to do certain you to avoid or limit
you can still normal activities, such as physical activity.
complete most reading, watching TV, having a Cannot concentrate on
activities, phone conversation, etc, anything except pain.
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Date and time

Daily dose of gabapentin

Pain intensity

Side effects

Are your daily activities
affected by pain? In what

Was your sleep
disturbed by pain

Your other thoughts on how
you are coping. Is anything

(min. twice or pregabalin, e. g. one (use (please describe)
daily, three times a day (write | assessment way? last night? helping/worsening your
e.g. am/pm) none if not yet started) tool) pain?
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Appendix 11 — Taking gabapentinoids for pain — Patient
information leaflet 2!

Why have | been prescribed gabapentin or pregabalin?

Gabapentinoids (gabapentin and pregabalin) are used to treat some types of persistent pain.
They can be effective in some people to treat nerve pain, which feels like a burning, stabbing or
shooting sensation. This type of pain can be felt if you have painful diabetic neuropathy or after
shingles.

Sometimes pregabalin and gabapentin are used to treat other types of pain but there is no good
evidence to demonstrate benefits. Gabapentin and pregabalin belong to the group of
medications called anticonvulsants and so are also used to treat epilepsy.

How do gabapentinoids work?

Gabapentin and pregabalin work by changing the way that nerves send messages to your brain.
If the messages are reduced, then the pain will be reduced. Gabapentinoids can manage some
but not all types of pain.

When should | take my gabapentinoid medicine?

At the start of treatment you may be taking your gabapentinoids between one and three times a
day, but once you are on a stable dose you will be taking your capsules twice a day (morning
and night) or three times a day (morning, afternoon and night).

It is important to take your gabapentinoid medication as prescribed by your GP for it to work
properly. It is not a medication that you should use on an ‘as required’ basis.

How are gabapentinoids taken?

Gabapentinoids come in the form of capsules, and for some strengths in tablets. The capsules
should be swallowed whole, with a glass of water, and can be taken on an empty of full
stomach. Oral solutions may be prescribed too, in some situations.

If you are taking antacid medication, please wait 2 hours before taking your gabapentin or
pregabalin. Do not take more than recommended dose.

What dose of gabapentinoid should | take?
The correct dose of any painkiller is the lowest dose that produces a noticeable benefit. People
do not usually get complete relief of pain from gabapentinoids.

You usually start gabapentinoids at a low dose and increase it slowly to find the right dose for
you. You and your doctor, nurse or pharmacist will decide together how quickly you increase
your dose.
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You should always take the correct dose of prescribed medicines. If you feel the dose isn’t
enough, or if the side effects interfere with your life, you should discuss this with your healthcare
team.

How long will it take to work?

It may take 2 - 4 weeks before you feel pain relief. It may take longer (up to 2 months) to get to
the right dose for you and to allow the medicine to build up in your body.

Gabapentinoids do not work for everyone. If you do not feel any improvement in your pain relief
after 6 — 8 weeks of taking your gabapentinoid then this medicine may not be the right one for
you. If this occurs do not suddenly stop taking the capsules but speak to your doctor, where a
dose reduction plan will likely be agreed.

What are the possible side effects?

When you first start taking gabapentinoids you can get some side effects, which usually stop after
a few days. The most common side effects, that can affect more than 1 in 10 people taking
gabapentinoids, include drowsiness, dizziness and headache. Drowsiness is usually temporary
and is most likely to occur as your dose is increased. If you feel drowsy, you should not drive or
operate machinery. If you feel especially drowsy in the morning it may help to take your night-
time dose earlier in the evening. The risk of drowsiness may be increased if you are taking other
medicines for pain such as other anticonvulsant medication, antidepressants or opioids.

The less common side effects, that can affect less than 1 in 10 people, can include increased
appetite and weight gain, confusion, disorientation, irritability, euphoria, poor concentration and
memory loss, clumsiness, problems with sleep, reduced sex drive, difficulties with erection and
climax, change in bowel habit, nausea and vomiting.

Sometimes these side effects can be experienced longer than a few days.

If side effects are severe, or last for more than a few days, or if you experience blurred vision,
trembling, irregular heartbeat, difficulty passing urine or a reaction to this medication you should
get advice from your GP, community pharmacy or NHS111.

Can | drive when I’'m taking gabapentinoids?

Please see note above; if you experience drowsiness you should not drive. Please remember,
you are responsible for making sure you are safe on each occasion that you drive. You should
never drive if you feel unsafe. Your ability to drive may be affected by other medicines you are
taking in addition to gabapentinoids, whether you feel tired and by your pain.

What if | forget or miss a dose?
Take it as soon as you remember. However, if it is almost time for your next dose, skip the missed
dose and take your medication as normal. Do not take two doses together.

Can | take this medicine long-term?
Yes, if it helps.

You may wish to reduce the dose of treatment every so often to check if your pain is still a
problem. You should speak to your GP or pain specialist about gradually reducing the dose of
your medication over a period of time. You may also choose to discontinue the treatment
because of the long-term side effects. If you are worried about any long-term side effects,
please discuss this with your healthcare team.
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Everyone prescribed gabapentinoids for long-term use should have them reviewed by their
prescriber at regular intervals. If this does not happen ask your GP or pharmacist.

If you want to try reducing your dose, you should discuss this with your doctor and bring the dose
down slowly.

Many people find that after a few months they can reduce their gabapentinoid dose without the
pain increasing. Many individuals are able to reduce gradually their gabapentinoid dose and find
that their pain is no worse. As fewer side effects are experienced, quality and enjoyment of life
can improve. All of this contributes to greater physical fithess.

Can | drink alcohol?

Alcohol and gabapentinoids can together cause sleepiness and poor concentration. You should
avoid alcohol completely when you first start on gabapentinoid or when your dose has just been
increased. If you are taking gabapentinoids, you should avoid alcohol if you are going to drive or
use tools or machines.

When you get on a steady dose of gabapentinoid, you should be able to drink modest amounts
of alcohol without getting any extra unusual effects, but only if the drowsiness has stopped. You
must take care with alcohol if you are also prescribed other medications that can cause
sleepiness and poor concentration.

What about addiction to gabapentinoids?
It is rare for people in pain to become addicted to gabapentinoids. People who are addicted to
gabapentinoids can:

« feel out of control about how much medicine they take or how often they take it

e crave the drug

« continue to take the drug even when it has a negative effect on their physical or mental health

We do not know exactly how many people get addicted when they are taking gabapentinoids for
pain relief, but it is very uncommon. It is more common if you have been addicted to opioids
(including heroin) or to other drugs (or alcohol) before. Addiction may also be more common in
people with severe depression or anxiety. This does not mean that if you have had an addiction
problem before or you are very depressed and anxious you will become addicted, it only means
that you are more likely to become addicted than someone who has not had these problems.

Therefore, if you have had a problem with drug or alcohol addiction in the past your healthcare
team will need to know about this, so that they are able to prescribe gabapentinoids safely and to
help you watch out for warning signs.

What if | want to stop taking a gabapentinoid?

Do not stop taking your gabapentinoid suddenly as you might experience withdrawal symptoms.
Speak to your healthcare professional (doctor, nurse, or pharmacist) who will be able to
supervise a gradual reduction.

Is there anything else my prescriber needs to know?

e If you are allergic to any drugs or medicines

e If you are taking any other medicines or herbal medicines

e |If you are pregnant or breast feeding, or if you are planning to become pregnant in the
future

e If you have a kidney problem

e If you have or have had a history of excessive alcohol use, recreational drug use or
addiction to prescribed or over-the counter medication
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Appendix 12 — Driving and pain - Patient information leaflet %

Am | able to drive whilst taking medicines prescribed for pain?
Yes, but only if your ability to drive is not impaired.

Most medicines prescribed to help manage pain may cause side-effects such as dizziness or
sleepiness and so may impair your driving.

It remains the responsibility of all drivers to decide whether they consider their driving is or might
be impaired on any given occasion. Do not drive if this is the case. Sometimes your doctor may
advise you not to drive. If this is the case, even if you do not feel impaired, you must not drive as
it is against the law to do so.

What symptoms may mean | cannot drive safely?
Do not drive if you experience symptoms that may impair your driving such as sleepiness, poor
coordination, impaired or slow thinking, dizziness or visual problems.

These symptoms can occur as side effects of medication but be aware that pain itself can also
affect sleep, concentration and impair physical function.

When might | be at risk of my driving being impaired?
This includes the following circumstances that may increase the risk of your driving being
impaired:

» When first starting a new pain medication

» When increasing or reducing the dose of pain medication

» If another prescribed medication is added that could also impair your driving

> If you take an over the counter medicine that could also impair your driving

> If you have a pain condition that could physically impair your driving

Be aware that alcohol taken in combination with some pain medicines can substantially decrease
the ability to drive.

Do I need to inform the DVLA when | start a new medication?

You do not need to routinely inform the DVLA when you start medication for pain. However, there
may be other information about your iliness that the DVLA needs to know. Your doctor or the
DVLA can advise you about this. Gabapentin and pregabalin are currently not listed under the
legislation described overleaf. But the recommendation not to drive if you are affected by any side
effects impacting on your ability to drive is valid.
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Do | need to inform my motor vehicle insurance company?
We would strongly advise you to inform your motor vehicle insurance company about your current
state of health and what medication you are taking to ensure your motor insurance is valid.

The ‘drug driving’ law

If you have been prescribed one of the following medicines you may be affected by this law:
morphine or related drugs (such as codeine, tramadol or fentanyl), ketamine, clonazepam,
diazepam, methadone, oxazepam, temazepam, lorazepam, flunitrazepam, amphetamine (e.g.
dexamphetamine or selegiline), cannabinoids (e.g. Sativex).

From 2015 there is a new offence of driving above a specified limit for these medicines (like the
current rules on alcohol and driving). If you are stopped and tested by the police you may test
above the legal limit - depending on the dose you have been prescribed or the type of medicine.

If you are taking these medicines in line with advice from a doctor or pharmacist and your driving
is not impaired you may use a ‘medical defence’.

If the police are satisfied that a driver is taking the relevant medicine on the advice of a healthcare
professional, and their driving is not impaired, they should not be prosecuted.

It may be useful for you to keep suitable evidence with you (such as a copy of your clinic letter
and prescription) to show the police if you are ever stopped.

However, if your doctor feels it is not safe for you to drive and you continue to do so, you will be
breaking the law.

The following government website provides further information on the drug driving law:
https://www.gov.uk/drug-driving-law
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Appendix 13 — Letter inviting patients for review — sample %!
[Practice name]

[Address]

[Tel]

[Fax]

[Email]

[Date]
[Title/Initial/Surname]

[Patient Address Block]

Dear [Title] [Surname]

Al surgery we take patient safety very seriously. We follow the latest

advances in medical research and continually update and review our clinical practice to ensure
patient care is of the highest standard.

Recent research has highlighted a significant risk to patient safety around the use of
gabapentinoid type painkillers (e.g. gabapentin, pregabalin) for pain.

We know that these drugs are helpful in nerve pain including painful diabetic neuropathy or pain
after shingles.

However, recent medical evidence questions the benefit of gabapentinoid type painkillers for
[...... INSERT RELEVANT, e.g. chronic pain, sciatica, etc..] pain other than some types of nerve
pain. Strange as it might sound — we don’t think they are very good at killing pain at all when taken
for more than a few months.

Our records suggest that you are being prescribed a gabapentinoid for chronic pain (please tell
us if that’s incorrect) and, because we don't want our patients put at risk, we would like to see you
to discuss the current research and new methods of managing chronic pain with less emphasis
on drug therapy.

Please book a face to face appointment with a doctor of your choice before your next medication
repeat is due and we’ll work together towards a safer, more effective treatment plan.

Yours sincerely

Dr XXX and partners
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Appendix 14 — Text message inviting patient for medicines review -
sample??

Dear [insert patient name] It's time to review your medicines with your GP/nurse/pharmacist
[delete as appropriate] to ensure they are right for you and that you are getting the best
treatment. The review lasts about 20 minutes. To book an appointment for review of the
medicines you are currently taking call [insert number].

Please read the included information leaflet for further information.

Thank you [Enter practice name]
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Appendix 15 — Gabapentinoids for treatment of pain - New patients
— sample policy for local adaptation 2!

A controlled substance is generally a drug or chemical whose manufacture, possession, or use
are regulated by the government because of their potential for abuse or addiction. Such drugs
include those classified as narcotics, stimulants, depressants, hallucinogens, and cannabis.

A list of the most commonly encountered controlled drugs can be found on the following link:
https://www.gov.uk/government/publications/controlled-drugs-list--2

Many of our patients require strong, potentially addictive medication to help manage their
condition(s). Of concern are ‘drugs of dependence’ (e.g. gabapentinoid and opioid medications),
particularly when these are prescribed on an ongoing basis.

Due to increasing reports of abuse of prescription drugs and patient behavioural problems, [insert
practice name] has established a policy to ensure adequate treatment of your condition, while
reducing the risk of problems associated with addictive medication.

If you are a new patient to the practice:

e It may take time to get accurate medical information about your condition. Until such
information is available, your GP may choose not to prescribe any medication. It is our
policy that GPs do not prescribe drugs of dependence until they have a full clinical picture.

e Your GP may decide not to continue prescribing an addictive medication previously
prescribed for you. It may be determined that such a medication is not suitable. It is our
policy that GPs do not prescribe drugs of dependence if they feel that previous
prescriptions were inappropriate.

e Your GP will evaluate your condition and only prescribe a dose of a drug of dependence if
it is necessary for you. This may be different to the dose you had prescribed at your
previous GP practice.

General practice standards:

> If the decision to prescribe is taken after a shared discussion of goals, plans, risks and
benefits, you may be required to confirm your consent in writing.

» You will be asked to complete the Gabapentinoid management plan: Treatment agreement
that will detail our practice’s expectations when prescribing gabapentinoids. This
agreement details your responsibilities as a patient taking a gabapentinoid; any
prescription issues; advice on taking your medication; how we will monitor your care; and
the standards of behaviour that are expected.

> Patients may need to acknowledge that their care requirements may be complex, and that
referral for on-going care for all or part of your healthcare may be required. It is our practice
policy that patient care is matched with the level of complexity.

» Patients are reminded that we have a zero tolerance on issues relating to staff abuse.
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Appendix 16 — Gabapentinoids for treatment of pain — Issuing
prescriptions — sample policy for local adaptation %!

A controlled substance is generally a drug or chemical whose manufacture, possession, or use
are regulated by the government because of their potential for abuse or addiction. Such drugs
include those classified as narcotics, stimulants, depressants, hallucinogens, and cannabis

A list of the most commonly encountered controlled drugs can be found on the following link:

https://www.gov.uk/government/publications/controlled-drugs-list--2

Many of our patients require strong, potentially addictive medication to help manage their
condition(s). Of concern are ‘drugs of dependence’ (e.g. gabapentinoid and opioid medications),
particularly when these are prescribed on an on-going basis.

Due to increasing reports of abuse of prescription drugs and patient behavioural problems, [insert
practice name] has established a policy to ensure adequate treatment of your condition, while
reducing the risk of problems with drug prescriptions.

» Patients initiated on gabapentinoids (e.g. gabapentin, pregabalin) will be asked to complete
the Gabapentinoid Management Plan: Treatment Agreement.

» All new gabapentinoids will be issued as acute prescriptions.

» Wherever possible, patients will see the same Prescriber for review of the initial
prescription.

» Where gabapentinoids are initiated by an external provider the Practice will only take over
prescribing once a written request from the external provider has been received.

» All patients will be reviewed within 4 weeks of initiation of a gabapentinoid prescription;
pain assessed and a decision made as to the effectiveness of the drug.

» Whilst patients are being stabilised on gabapentinoid this will be issued as an acute
prescription.

» Where gabapentinoids are ineffective they will be stopped, even if no alternative is
available.

» Where patients have been stabilised on a gabapentinoid which has been shown to be
effective this may be added to the patients repeat medication at the prescribers discretion.

» Where gabapentinoids are added to repeat prescription the maximum re-authorisation
period will be 6 months.

» Patients on long-term gabapentinoids will be reviewed every six months. Treatment will
only be continued where there is on-going evidence of benefit.

» All gabapentinoids will be issued on prescriptions with a maximum duration of one month.

» All gabapentinoids prescriptions will include full directions wherever possible and use of
‘when required ‘(PRN) or ‘as directed’ (MDU) directions will be avoided.
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Appendix 17 — Lost and stolen controlled drug prescriptions —
Sample procedure for local adaptation %!

A controlled substance is generally a drug or chemical whose manufacture, possession, or use is
regulated by the government because of their potential for abuse or addiction. Such drugs include
those classified as narcotics, stimulants, depressants, hallucinogens, and cannabis. A list of all
controlled drugs can be found on the following link:

https://www.gov.uk/government/publications/controlled-drugs-list--2

For all controlled drugs (CDs) which include gabapentin and pregabalin:

The loss or theft of a controlled drug prescription must be recorded in the patients’ medical
record and a READ code added to enable the practice to monitor/audit.

If the prescription is stolen, the patient or the practice must report the incident to the police
and provide the practice with a crime number.

The loss or theft of a controlled drug or prescription must be reported to the CD accountable
officer via www.cdreporting.co.uk

If practices need to send out an alert regarding lost or stolen prescriptions, this can be done
by sending an alert template to: ENGLAND.EnglandCASalerts@nhs.net the alert template
can be downloaded from [INSERT LOCAL RESOURCE].

The practice must review the patient’s records when considering if it is appropriate to re-
issue a prescription. Notes should be assessed to identify if there is a pattern of regularly
requesting additional prescriptions. Practices may consider reviewing ordering patterns for
immediate family and household members when considering patterns of behaviour. If a
pattern is identified this could indicate an underlying problem such as abuse, diversion or a
safeguarding issue, report via www.cdreporting.co.ukand refer as appropriate.

The patient should be invited in for review and the appropriate steps taken.
Practices may issue a small supply of medication to cover the period until the patient attends.

At the review, practices should review the appropriateness of the current prescription and
steps that can be taken to support the patient such as:

» Reducing and withdrawing medication

» Reducing script duration e.g. weekly prescriptions

» Discussion about future action should there be further issues

» Working with the community pharmacy the use of EPS is preferred.
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Appendix 18 — Patients with identified dependence, or diversion of
controlled drugs — Sample policy for local adaptation 2!

A controlled substance is generally a drug or chemical whose manufacture, possession, or use is
regulated by the government because of their potential for abuse or addiction. Such drugs include
those classified as narcotics, stimulants, depressants, hallucinogens, and cannabis. A list of all
controlled drugs can be found on the following link:
https://www.gov.uk/government/publications/controlled-drugs-list--2

For all controlled drugs (CDs) which include gabapentin and pregabalin:

If it has been identified that patients are either dependent on, or diverting, controlled drug
prescriptions this must be recorded in the patient’'s medical record and a READ code added
to enable the practice to monitor/audit.

The diversion of a controlled drug or prescription must be reported to the CD accountable
officer via www.cdreporting.co.uk

If practices need to send out an alert regarding lost or stolen prescriptions, this can be done
by sending an alert template to: ENGLAND.EnglandCASalerts@nhs.net the alert template
can be downloaded from [INSERT LOCAL RESOURCE].

The practice must review the patient’s records when considering if it is appropriate to
continue to prescribe controlled drugs for the patient. Practices may consider reviewing
ordering patterns for immediate family and household members when considering patterns
of behaviour.

The patient should be invited in for review and the appropriate steps taken.
Practices may issue a small supply of medication to cover the period until the patient attends.

At the review, practices should review the appropriateness of the current prescription and
steps that can be taken to support the patient such as:

» Reducing and withdrawing medication including an enforced wean

» Reducing script duration e.g. weekly or daily prescriptions

» Discussion about future action should there be further issues

» Referral to substance misuse services
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Appendix 19 — Reporting of controlled drug incidents via
cdreporting.co.uk — Sample procedure for local adaptation 2!

o All practices need to be registered to report controlled drug incidents via the CD reporting
tool. Register here: https://www.cdreporting.co.uk/reporting_v2/reqgister

o All controlled drug incidents should be reported via the cdreporting.co.uk tool. Please note:
a controlled drug incident may occur within your practice or be reported by a third party.

o A controlled drug incident which you need to report includes:
Prescribing errors; before or after they reach the patient
Administration errors

Dispensing errors

Theft or diversion of prescriptions or drugs

Incorrect storage or stock control

Safeguarding

VVVYYYVY

o Every year you will need to submit an annual declaration for controlled drugs via the
reporting tool and disclose whether any staff member has been cautioned or charged by the
Police in relation to a controlled substance.

o If you need to have controlled drugs on your premises destroyed there is a module on
cdreporting.co.uk to book authorised witness destruction.
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Appendix 20 — Preparation for dose reduction 2!

Factors in deciding whether to reduce gabapentinoid, and how far to reduce the dose,
include:

Evidence that gabapentinoids are not helping — patient’s complaints of pain; patient’s
function; reports from patient’s family or associates

Risk of side effects or complications of gabapentinoids

Risk of drug theft or diversion

Patient’s ability to cope with the effects of dose reduction

Risk of patient procuring more gabapentinoids from alternative sources

Physical co-morbidities

Mental health co-morbidities including significant emotional trauma

Before dose reduction discuss the following with the patient:

Explain the rationale for stopping gabapentinoids including the potential benefits of
gabapentinoid reduction (avoidance of long-term harms and improvement in ability to
engage in self-management strategies)

Agreed outcomes of gabapentinoid tapering

Monitoring of pain during taper

Symptoms and signs of gabapentinoid withdrawal

Choice of gabapentinoid reduction scheme and timing of weaning steps

Incremental taper of existing drug

Defining the role of drug and alcohol services to support dose reduction

Close collaboration between the patient, his or her carers and all members of the patient's
health care team

Arrangements for follow-up including agreed prescribing responsibilities

Distraction strategies, social support, help in reducing temptation to relapse

GP or other healthcare support and monitoring during the wean
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Appendix 21 - Pain Assessment and Documentation Tool 24—
Sample for transcription onto GP prescribing system

Progress Note
Pain Assessment and Documentation Tool (PADT™)

Patient Name:

Assessment Date:

Record #:

Patient Stamp Here

Current Analgesic Regimen

Drug Name Strength (eg, mg)

Frequency Maximum Total Daily Dose

except a5 noted.

The PADT is a dinlclan-directed interview; that is, the cliniclan asks the questions, and the cliniclan records the responses. The Analgesia,
Activities of Dally Living, and Adverse Events secthons may be completed by the physician, nurse practiioner, physiclan assistant, or nurse. The
Potentlal Aberrant Drug-Related Behavior and Assessment sections must be completed by the physiclan. Ask the patient the questions below,

Analgesia

Activities of Daily Living

If zero indicates “no pain™ and ten indicates “pain as bad
as it can be,” on a scale of 0 to 10, what is your level of
pain for the following questions?

1. What was your pain level on average during the past
week? (Please circle the appropriate number)

NoPainD 1 2 3 4 5 6 7 8 9 10 Painasbad
as it can be

2. What was your pain level at its worst during the past
week?

NoPainD 1 2 3 4 5 6 7 8 9 10 Painasbad
as it can be

3. 'What percentage of your pain has been relieved
during the past week? (Write in a percentage
between 0% and 100%.)

4. Is the amount of pain relief you are now obtaining
from your current pain reliever(s) enough to make a
real difference in your life?

D'ﬁ!s DNo

5. Query to clinician: Is the patient’s pain relief
clinically significant?

[:]"fes |:|No

|:|U nsure

Please indicate whether the patient’s functioning with the
current pain reliever(s) is Better, the Same, or Worse since
the patient's last assessment with the PADT.* (Please
check the box for Better, Same, or Worse for each item
below.)

Better Same Worse

1. Physical functioning

2. Family relationships

3. Social relationships

4. Mood

o o o d

(I I R

5. Sleep patterns

O O 0O Od

O [l

*If the patient is receiving his or her first PADT
assessment, the clinician should compare the patient’s
functional status with other reports from the last office
wisit.

6. Owerall functioning

Copyright Janssen Pharmaceutica Products, L.P. ©2003 All rights reserved.

(Continued on reverse side)
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Progress Note
Pain Assessment and Documentation Tool (PADT™)

Potential Aberrant Drug-Related Behavior
This section must be completed by the physiclan

Please check any of the following items that you
1. s patient experiencing any side effects from current discovered during your interactions with the patient.

pain reliever? D?ﬁ DNI} Please note that some of these are directly observable
{eq, appears intoxicated), while others may reqguire more
active listening and/or probing. Use the “Assessment”
section below to note additional details.

Adverse Events

Ask patient about potential side effects:

Mone Mild Moderate Severe Purposeful over-sedation

a. Nausea D |:| D |:| Megative mood change
Appears intoxicated
b. Vomiting Increasingly unkempt or impaired
Involvement in car or other accident
Reguests frequent early renewals

Increased dose without authorization

[]
¢. Constipation |:|
L]

o oo 0O
o o 0O
o oo 0O

d. itching Reports lost or stolen prescriptions

Attempts to obtain prescriptions from other
doctors

e. Mental cloudiness Changes route of administration

L]
[l
[]
L]

Uses pain medication in response to
situational stressor

Joboodooo oo oooboobod

f. Sweating |:| D D |:| Insists on certain medications by name
Contact with street drug culture

g. Fatigue ] ] ] ] Abusing alcohol or illicit drugs
Hoarding (ie, stockpiling) of medication

h. Drowsiness D |:| |:| |:| Arrested by police
Victim of abuse

i. Other ] ] [] Other:

j- Other |:| D D

2. Patients overall severity of side effects?

DNnne |:|Mild |:|Mu-:lerate DSeuere

Assessment: (This section must be completed by the physician.)
Is your overall impression that this patient is benefiting (eg, benefits, such as pain relief, outweigh side effects) from

opioid therapy? D"I’E DNI} |:|Unsure
Comments:
Specific Analgesic Plan: Comments:

Continue present regimen
Adjust dose of present analgesic
Switch analgesics

Add/fAdjust concomitant therapy

OO004

Discontinue ftaper off opioid therapy

Date: Physicians Signature:
Provided a5 a service to the medical community by Janssen Pharmaceutica Products, LP.
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Appendix 22 — Gabapentinoid reduction — Patient information
leaflet 'Error! Bookmark not defined.

What are gabapentinoids?

Gabapentinoids are drugs such as gabapentin or pregabalin, which may be prescribed to help
manage nerve (neuropathic) pain. This type of pain happens when the nerves become very
sensitive and send too many pain signals. Common symptoms include pins and needles,
burning or shooting pain and/or feeling pain when being touched. These symptoms may be
present all of the time or come and go.

Why should | reduce the amount of medication that | take?

You should reduce the amount of gabapentinoid medication that you take if advised to do so by
your GP. This is because these medications may not always work for pain and have side effects
and risks. You can find more information about these in the “Taking gabapentinoids for pain —
Patient information leaflet”.

To reduce side effects and the risks, your GP may recommend a trial reduction of your
medication. This will help you and the doctor to check:

e Whether you are still experiencing neuropathic pain
e Whether the medication is still helping your pain
¢ Whether you are experiencing any side effects

How should | reduce my gabapentinoid medication?

Your GP will tell you what to do. Dose reduction should be done slowly over a period of time, for
example dose reduction every 10 days (but no faster than once a week, unless advised and
supervised by a health care professional).

Please see table overleaf for your individual gabapentinoid reduction plan

How can | deal with any withdrawal symptoms?

Withdrawal symptoms can be unpleasant so reducing the dose slowly is important to minimise
this. Examples of symptoms that you may experience are anxiety, difficulty with sleeping,
feeling sick, pain or sweating.

Withdrawal symptoms can happen within a day of reducing your dose (or eventually stopping)
your gabapentin or pregabalin and can last up to seven days. If you experience withdrawal
effects, then do not reduce further. Keep on the dose that you have reduced to and wait for the
withdrawal effects to stop before reducing further. Reducing at a slower pace or by smaller
amounts may be helpful to make withdrawal easier. However, if you continue to have
withdrawal symptoms, speak to your GP, pharmacist or pain specialist.

Warning: Withdrawal symptoms sometimes cause people to seek gabapentin or
pregabalin from non-medical sources (e.g. online), which can be dangerous.

There is also arisk of overdose or death if a higher dose of gabapentin or pregabalin is
taken following dose reduction, as tolerance is reduced.
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What should I do if my pain increases?

If you experience an increase in pain, then do not reduce your gabapentinoid medication
further. Keep on the dose that you have reduced to and try to do more activities like stretching,
gentle exercise, relaxing or distraction to help manage the pain.

If the increased pain does not settle, then discuss this with your GP. You may be advised to
increase your dose slowly again to the lowest dose that controls your pain. Your GP may try
another trial of dose reduction in a few months depending on how you feel.

What is my individual dose reduction plan?

This is shown in the table below

Name of the medication

Morning dose

Midday dose (if applicable)

Evening dose

Your gabapentinoid reduction plan

Date(s) Morning dose Midday dose Evening dose

10

Key points
¢ Do not reduce faster than once a week unless suggested by your GP or pain clinic
e If you would like to slow down or speed up the reducing process, discuss this with your GP

¢ Do not go back to a higher dose of gabapentin or pregabalin after your dose has been
reduced unless your GP tells you to. Going back to a higher dose can be very dangerous.
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Appendix 23 - Gabapentin dose reduction instructions for patient?®

: Morning | Afternoon Evening Number of
Indicate below the
week(s) when the patient 300mg
' | needs to book in for a capsules
review Current 1200mg 1200mg 1200mg
N daily (4 x (4 x (4 x 300mQ)
dose 300mg) 300mg)
Week 1 1200mg 900mg 1200mg 77
Week 2 900mg 900mg 1200mg 70
Week 3 900mg 900mg 900mg 63
Week 4 900mg 600mg 900mg 56
Week 5 600mg 600mg 900mg 49
Week 6 600mg 600mg 600mg 42
Week 7 600mg 300mg 600mg 35
Week 8 300mg 300mg 600mg 28
Week 9 300mg 300mg 300mg 21
Week 10 300mg Nil 300mg 14
Week 11 Nil Nil 300mg 7
Gabapentin stopped Week 12 Nil Nil Nil 0
review needed
Indicate below the Morning | Afternoon Evening Number of
week(s) when the patient 300mg
|| needs to book in for a capsules
*‘ Current 900mg 900mg 900mg
daily (3 x (3 x (3 x 300mQ)
dose 300mg) 300mg)
Week 1 900mg 600mg 900mg 56
Week 2 600mg 600mg 900mg 49
Week 3 600mg 600mg 600mg 42
Week 4 600mg 300mg 600mg 35
Week 5 300mg 300mg 600mg 28
Week 6 300mg 300mg 300mg 21
Week 7 300mg Nil 300mg 14
Week 8 Nil Nil 300mg 7
Gabapentin stopped Week 9 Nil Nil Nil 0

review needed
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review needed

) Morning | Afternoon Evening Number of
Indicate beloyv the week(s) 300mg
when the patient needs to

|| book in for a review _ capsules
v Current 600mg 600mg 600mg
daily (2 x (2 x (2 x 300mQ)
dose 300mQ) 300mQq)
Week 1 600mg 300mg 600mg 35
Week 2 300mg 300mg 600mg 28
Week 3 300mg 300mg 300mg 21
Week 4 300mg Nil 300mg 14
Week 5 Nil Nil 300mg 7
Gabapentin stopped Week 6 Nil Nil Nil 0
review needed
Indicate below the week(s) Morning | Afternoon Evening Number of
when the patient needs to 100mg
book in for a review capsules
\lf— Current 300mg 300mg 300mg
daily (3x (3x (3 x 100mg)
dose 100mQ) 100mgQ)
Week 1 300mg 200mg 300mg 56
Week 2 200mg 200mg 300mg 49
Week 3 200mg 200mg 200mg 42
Week 4 200mg 100mg 200mg 35
Week 5 100mg 100mg 200mg 28
Week 6 100mg 100mg 100mg 21
Week 7 100mg Nil 100mg 14
Week 8 Nil Nil 100mg 7
Gabapentin stopped Week 9 Nil Nil Nil 0
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Appendix 24 — Pregabalin dose reduction instructions for patient?®

needed

Indicate beIO\_/v the week(s) Morning Evening Nug(])?neé of
when the patient needs to book
in for a review capsules
*_ Current 300mg (6 x 300mg (6 x
daily dose 50mg 50mg
capsules) capsules)
Week 1 250mg 300mg 77
Week 2 250mg 250mg 70
Week 3 200mg 250mg 63
Week 4 200mg 200mg 56
Week 5 150mg 200mg 49
Week 6 150mg 150mg 42
Week 7 100mg 150mg 35
Week 8 100mg 100mg 28
Week 9 50mg 100mg 21
Week 10 50mg 50mg 14
Week 11 Nil 50mg 7
Pregabalin stopped review Week 12 Nil Nil 0
needed
Indicate below the week(s) Morning Evening Number of
when the patient needs to book S0mg
in for a review capsules
v_ Current 150mg (3 x 150mg (3 x
daily dose 50mg 50mg
capsules) capsules)
Week 1 100mg 150mg 35
Week 2 100mg 100mg 28
Week 3 50mg 100mg 21
Week 4 50mg 50mg 14
Week 5 Nil 50mg 7
Pregabalin stopped review Week 6 Nil Nil 0
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Appendix 25 - Blank dose reduction chart for gabapentin?®

Dose reduction chart for patients on gabapentin

mg daily

Indicate below the week(s)
1 when the patient needs tov
book in for a review

Morning

Afternoon

Evening

Current daily dose

Week 1

Week 2

Week 3

Week 4

Week 5

Week 6

Week 7

Week 8

Week 9

Week 10

Week 11

Week 12
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Appendix 26 - Blank dose reduction chart for pregabalin?®

Dose reduction chart for patients on pregabalin

mg daily

review

Indicate below the week(s) when
| the patient needs to book in for a

Morning

Evening

l Current daily dose
Week 1

Week 2

Week 3

Week 4

Week 5

Week 6

Week 7

Week 8

Week 9

Week 10

Week 11

Week 12
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Appendix 27 — Prescribing factsheet for the management of neuropathic pain — Sample 26
Prescribing factsheet for the management of neuropathic pain

This leaflet contains important information about gabapentin (street names: “gabbies” or “johnnies™) and
pregabalin (street names: ‘budweisers’ and ‘buds’)

Your GP is responsible for prescribing a safe and effective dose of gabapentin/pregabalin. The CCG want to minimise harm to
patients by supporting the safe and effective practice in the prescribing and monitoring of these drugs in neuropathic pain,
therefore:

Your GP / GP Practice:

v" Will not issue early prescriptions for your
gabapentin/pregabalin, unless there is a valid
reason for early request.

¥ Will not prescribe more than a month’s supply of your
gabapentin/pregabalin at any one time.

¥ Will not replace lost, misplaced or stolen
medication/prescriptions for gabapentin/pregabalin.

¥ If you are a new patient to a GP practice in this locality, your
practice will not issue a prescription for your
gabapentin/pregabalin until accurate medical information
about your condition has been received by the practice.

¥ Might only allow your gabapentin/pregabalin prescription to
be issued by a single named prescriber.

¥ Will request to have regular reviews with you to discuss your
treatment and pain relief/lsymptoms. If you fail to attend then
your GP practice might reduce the quantity of
gabapentin/pregabalin prescribed to you, or even temporarily
stop these drugs until you attend for your review.

¥ Might stop your gabapentin/pregabalin if your symptoms have
not improved, or you do not show a significant reduction in
pain relief.

If you are being prescribed gabapentin or

pregabalin to manage your pain, you:

¥ Must not share your gabapentin/pregabalin with
any other person, including family members or
friends.

¥ Must not increase your dose of
gabapentin/pregabalin without discussing and
agreeing this with your GP first.

¥ Must only order your gabapentin/pregabalin
prescription when it is due.

¥ Must follow the directions given to you by your GP
around dose instructions, and agree to take your
gabapentin/pregabalin as prescribed by your GP.

v Must take responsibility for the security of your
gabapentin/pregabalin prescription (lost/misplaced
or stolen medication/prescriptions will not be
replaced).

¥ Must attend for your medication reviews when
requested for by your GP/GP practice.

PLEASKE Your gabapentin or pregabalin prescription will be stopped if there is any evidence of
N(")?lw '“3 . : unsafe use of these medicines e.g. drug hoarding, getting these medicines from
sources other than your GP, over ordering, or failure to follow your GP advice.
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Appendix 28 — Useful SNOMED and READ codes

Code description

SNOMED code

SNOMED entity

Old READ code

medical advice

(category) (where available)
Patient counselled 170986003 Situation 6721.
Chronic pain control 408956004 Procedure
education
Chronic pain 82423001 Finding 1M52.
Chronic pain review 860381000000107 Regime / Therapy 66N..
Chronic pain consultation 420454001 Procedure
Chronic pain control 408957008 Procedure
management
Assessment of pain control | 370778008 Procedure
Chronic pain control 408955000 Procedure
assessment
Medication stopped 395007004 Situation 8BI7.
ineffective
Medication stopped — side 395009001 Situation
effect
Medication stopped — 395006008 Situation
interaction
Medication stopped — 395008009 Situation
contra-indication
Inappropriate medication 412782003 Situation
stopped
Doctor stopped drug 182841002 Situation 8B350
ineffective
Doctor stopped drug 182841002 Situation 8B350
ineffective
Doctor stopped drugs — 182845006 Situation
avoid interaction
Treatment not tolerated 407563006 Situation 8I7..
Gabapentin poisoning 290943005 Disorder
Adverse reaction to 1019931000006106 | Disorder
Gabapentin
Adverse reaction to 1135201000006108 | Disorder
Pregabalin
Drug treatment stopped — 182840001 Situation
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