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Foreword

Having been project lead and lead adult author of the previous two editions of this
document - | am both delighted and proud to welcome you to this, the fourth edition
of the RCN’s guidance on Administering Subcutaneous Methotrexate for Inflammatory
Arthritis. It is extremely evident from the number of page views (3,264) and downloads
(1,341) of the last edition (2016), how clinically and professionally important and

to promote and apply evidence-based best practice, | strongly
ad this version. Since the last publication there have been significant

nursing, and use meth8
evidence-based guidanc ort adult and paediatric practitioners in the safe and

ith the RCN’s A Competency
a very important framework and
eeds of rheumatology nurses.

Framework for Rheumatology Nurses (2020),

and continuous professional develop@ient - in Lifte
pivotal for the ongoing training and devela h

Lisa K Howie RGN, ONC, BN, MSc, NIP

CNS Rheumatology - Swansea Bay University Health BoardyMorsis®on Hospital
Former RCN Rheumatology Nurse Forum Committee me
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INntroduction

This is a brief introduction to the RCN’s fourth edition of Administering Subcutaneous
Methotrexate for Inflammatory Arthritis, highlighting the key issues for practitioners.

Updated guidance is necessary as further methotrexate preparations become available
to practitioners and new evidence needs to be incorporated. Due to the differences in the
current pgeparations, this guidance does not advise on how to administer a subcutaneous
injectiof, so please refer to the respective summary of product characteristics (SPC),

' i mation leaflets, educational booklets and videos available for the

This guida i the background information regarding subcutaneous
methotrexdte a @ational resource for practitioners, with particular reference
to safetyand b

Whilst the guidance oped for rheumatology practitioners, some aspects
may also be of value to he lleagues working in other specialties including
dermatology, gastroente lmology

At the time of writing, there a commercially available pre-filled

methotrexate autoinjector PENs‘and pie®filled injector devices which fully comply with

g and cytotoxic spillage using either a
tion process as the needle is not
50 accidental spillage is reduced.

e speed of administration.
as there is an increased
risk of needlestick injury due to needle exposure prior to admipi ign and a risk of

accidental cytotoxic spillage when using a syringe device.

In some areas of the UK, practitioners are still using unlicense pared pre-
filled syringes of methotrexate - these have an even greater risk ickinjury and
cytotoxic exposure as the needle does not retract post-injection an
require a needle to be attached. In acknowledgement of these concer
strongly recommends the use of subcutaneous methotrexate autoinjecto
or pre-filled injector devices over pre-filled syringe preparations and, in partic
unlicensed pre-filled syringe preparations.

The guidance covers aspects of both adult and children/young people’s care, including:
methotrexate use
risk management
supply, storage, protective clothing and disposal
home administration
practitioner training and competence
patient education and training

audit trail and data collection.

BACK TO CONTENTS 7
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Practitioners will find that key issues relating to the specific needs of children and young
people can be found in the Paediatric guidance located in Section 2 of this document.

The term practitioner is used throughout this document and relates to nurses or allied
health care professionals who have been trained and demonstrate competence in
administeging subcutaneous therapies.

and management should always inftlaegontext of managing potential low-dose long-
term exposure (COSHH, 2002; COSHH(NI), 2003; HSE, 2002, 2003 and 2009). The
administration and handling of inject@ble met te should be undertaken safely

and in line with the EU and Health and Safe ve's Health and Safety (Sharp
Instruments in Healthcare Regulations) 20 s Sharps safety guidance (2013).
The training and administration of methotrexate iffau re-filled PENs and pre-filled
injector devices should be undertaken in accordan i turer and/or local policies.

lated to treatment with

methotrexate, but should be read alongside key texts reGom de ppendix 4.

Protective clothing/spillage

It is standard clinical practice for health care professionals an
(ideally latex free) and observe good hand washing protocols wh
methotrexate. They should also be aware of local policies and, whe , have
access to spillage kits; this should include knowledge of how to deal
accidental spillage of methotrexate.

ar

Although the risk of spillage with the subcutaneous methotrexate autoinjecto
PEN and pre-filled injector device is negligible, advice should be given to patients and
carers on how to deal with an accidental spillage at home.

Patient education and training

Patients and carers should receive adequate information (verbal and written) to enable
them to make an informed, shared decision about methotrexate therapy. For further
guidance refer to NICE guidance (NICE CG138, 2014) and the Department of Health’s
Equity and excellence: Liberating the NHS (2010).

Patients may elect to self-administer methotrexate injections (or elect a carer), prior to
which the necessary training needs to be provided and undertaken. Whilst some training
can be provided remotely, best practice is to meet the patient and carers face to face and

8 BACK TO CONTENTS
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spend time ensuring they understand the methotrexate specifics, as documented in this
guidance, and that they can be observed safely administering the methotrexate. Patients

(and carers where appropriate) should be aware of their responsibilities when giving
methotrexate injections.

For exa e, they must:

a training programme and be prepared to demonstrate that they are
e safe administration of subcutaneous methotrexate

understand how and when to seek @dVice or guidance on treatment and related issues
that may require prompt medical gpini

(Butler, 2011; BSPAR, 2020; Dougherty an&; Ledingham et al, 2017; Mclnnes et
al., 2012). @

BACK TO CONTENTS 9
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ADMINISTERING SUBCUTANEOUS METHOTREXATE FOR INFLAMMATORY ARTHRITIS

1. Adult guidance

Methotrexate use in adult rheumatology

History of methotrexate use

Methotrexate was developed in the 1940s as a specific antagonist of folic acid. It

011; Braun, 2010; BSPAR, 2010; Gullick and Scott, 2012;
Jacobs, 2012a, 201 l., 2012; NICE, 2009; NICE, 2018; Smolen et al., 2010a,

2012b; Smolen et al.,

Current evidence bas

Over the past 30 years methotreXate come the standard of care in the treatment of
adults with rheumatoid arthritis (Weinblatt, 2013

cytotoxic nature when used in low
tolo (2001) states that the cytotoxic
mechanism of action might be more anti-inflamgator ile Wong et al., (2009) assert
that the risk relating to the low dosages used i ent of inflammatory
arthritis is minimal.

There has been debate about the extent of th

Methotrexate should be considered as part of the firS§line eatment for patients with
inflammatory conditions (unless contra-indicated) and rem#i apshor drug in the
treatment of rheumatoid arthritis (RA) (EULAR, 2019). MetROtrexa erally a safe
and well-tolerated drug in the treatment of certain autoimmunedfSe itsma et al.,
2018). It is efficacious, with good evidence supporting a slowing d
disease progression and preservation of function. There is good e
part methotrexate plays in combination therapy with other disease-

therapies (Taylor et al., 2019).

Treat-to-target

During the last decade, the approach to treating inflammatory arthritis has changed
significantly with growing evidence supporting a treat-to-target approach in patient care
(Singh et al., 2015; EULAR, 2019). Early diagnosis and optimal treatment (the optimal dose
to ensure your patient achieves remission) to ‘switch off’ the inflammatory process in the
shortest period of time are critical to ensure the best outcome for the patient.

With the emergence of the treat-to-target approach, more emphasis is put on rapidly
introducing disease modifying drugs like methotrexate and escalating doses to induce
low disease activity or remission (Bello et al., 2017).

10 BACK TO CONTENTS
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Taylor et al., (2019) identify the approach as encompassing five overarching principles:

1. defining the treatment goal. The National Clinical Audit for Rheumatoid Arthritis and
Early Inflammatory Arthritis (BSR, 2016) indicated that health care professionals set a
treatment target for about 90% of their patients

to treatment if active disease persists. Although there are different
his,.NICE (2009) identified monthly monitoring is appropriate as this

by national charities suc
although it is a formulated
and takes into account their viey
disease under control.

Medicines optimisation

The rheumatology community has become’muc treating inflammatory arthritis
and the care of patients has greatly improved i de due to the availability of
more medications to suppress active disease.

Treating inflammatory arthritis well can reduce the ec@nomicgurden on individual patients,
their families and on the communities where they live. ntifies that the
economic burden and cost of poorly controlled disease ma ude direct medical
costs associated with a medical admission, but also accounts for
associated with ill health (eg, sick leave, work disability and pre

all the medications we use before moving onto more expensive drugs
Working in a cost-effective way is an important point to consider as it will
financial sustainability of the National Health Service and enable access to megdic
for all those that need it.

Taylor et al., (2019) recognise that if patients are struggling to tolerate oral methotrexate,
optimising an increased dose of folic acid or switching to the subcutaneous injection
route are more cost-effective solutions than considering biologic medication as soonas a
patient starts to encounter problems with treatment.

Rationale for the use of subcutaneous methotrexate

Methotrexate is recognised as the most effective of the traditional (non-biologic)
DMARDs in current use for inflammatory arthritis (Bijlsma, 2012; Bijlsma and Jacobs,
2009; Jacobs, 2012a, 2012b; Smolen et al., 2010a, 2010b; Smolen, et al., 2013). It is
recognised as the gold standard for treating people with rheumatoid conditions (BSPAR,
2020; EULAR, 2013; Ledingham et al., 2017; NICE, 2009).

BACK TO CONTENTS n
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ADMINISTERING SUBCUTANEOUS METHOTREXATE FOR INFLAMMATORY ARTHRITIS

The rationale for considering the administration of methotrexate using subcutaneous
routes has been driven by the need to increase the therapeutic dose, ensure the
maximum bioavailability and reduce symptomatic side effects for some patients (Bakker
et al., 2010; Bijlsma and Jacobs, 2009; Braun, 2010; Braun et al., 2008; BSPAR, 2020;
Mclnnes et al., 2012; Ortiz et al., 2009; Taylor et al., 2019; Visser et al., 2009).

In recent y&ars, vetopment of biologic therapies has added another dimension.
The effectiven jologic therapies is enhanced by the co-administration of
ate), while also reducing the potential for antibodies to

active rheumatoid arthritis

+ severe psoriatic arthritis in adults

Intramuscular administration is not recommende i sed injection pain.

Subcutaneous methotrexate injection doses for adult®ran
weekly, depending on the brand please note not all comp
Paediatric doses are often calculated using body surface area an
aged three years and over (see Paediatric guidance).

mg to 30mg once
ply this full range.
lydieensed for those

Folic acid supplementation

Ledingham et al., (2017) identify co-prescribing folic acid alongside metho
significantly reduces the risk of abnormal liver biochemistry, gastrointest Si
effects (e.g., nausea, vomiting, abdominal pain and diarrhoea). Therefore, pres
folic acid at a minimal dose of 5mg once weekly, taken on a different day of thé week to
methotrexate - to a maximum dose of 5mg x six days a week (excluding the methotrexate
day), is strongly recommended. Due to the lack of evidence available, there is no
recommendation on which day of the week folic acid should be taken, although the
overwhelming majority of clinical trials have avoided folic acid supplementation on the
day of the methotrexate dose.

Risk management

Risk assessment and management is an integral aspect of providing safe and effective
health care. This guidance recommends that practitioners should consult and be aware
of the local risk management policy and guidelines and be able to demonstrate that all
potential areas of risk have been addressed.

12 BACK TO CONTENTS
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The evidence shows that the cytotoxic risk relating to the low dosages used in

the treatment of inflammatory arthritis is small (Wong et al., 2009) and since the
development and availability of licensed autoinjector pre-filled PEN and pre-filled injector
devices for the administration of subcutaneous methotrexate, the cytotoxic risks have
been reduced even further, making the administration of subcutaneous methotrexate

ensure a robust blood

BSPAR (2020) guideli NPSA (2006) advice is followed. Although the
NPSA ceased to exist as | an in 2012, and its patient safety responsibilities
transferred to NHS Improven; the information relating to methotrexate is

patients/carers undertaking
subcutaneous administration in the honie, ingitid uring patients are aware of the

once-weekly dosing regime

+ report any errors, new risks, near misses or adv@kse eVentsipromptly, according to
local policy.

Drug interactions

A number of drugs have the potential to interact with methotre
can enhance the action of methotrexate, resulting in an increase
toxicity. Some of these drugs include salicylates, hypoglycaemics,
phenytoin, and trimethoprim. For a comprehensive list, please refer t
date copy of the British National Formulary (BNF) (BMA and RPS) and/or t
product characteristics (SPC) for subcutaneous methotrexate.

Advice on the handling and administration of subcutaneous
methotrexate; conceiving, pregnancy and breastfeeding

Methotrexate can impair the fertility of those using it and is embryotoxic, which means it
can cause abortion or fetal defects, particularly during the first trimester of pregnancy
(Flint et al., 2016; Jensen et al., 2018; Ostensen and Forger, 2009; Temprano, 2018).

Best practice advocates women of childbearing potential must not be treated with
methotrexate until pregnancy has been excluded (please see summary of product
characteristics (SPC) for further details: medicines.org.uk).

BACK TO CONTENTS 13
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The current BSR/BHPR (Flint et al., 2016) recommendations state that:

methotrexate, at any dose, should be avoided in pregnancy and stopped a minimum of
three months prior to conceiving

in women who have been on methotrexate, folate supplementation (5mg/day) should
be co ued three months prior to, and throughout, pregnancy

pregnancy whilst taking methotrexate, the drug should be stopped
ate supplementation continued and a careful evaluation of fetal risk

ca
methot commended for breastfeeding women because of theoretical
risks and ins come data

based on limiteg low dose methotrexate may be compatible with paternal
exposure howeve ethotrexate should talk to their health care
professional team T6 t trying for a family (Flint et al., 2016; Jenson et al,

2018).

Contraceptive measures are : should be used by men, women and young
: and for at least three months following

autoinjector pre-filled PEN and pre-filled inject
adhere to their local policy regarding this.

It is the responsibility of the physician and nurse to € eir patients, promote
shared decision-making and consider an alternative DMARP i vy glanning is still a
consideration.

It is the responsibility of the physician and nurse to have these

patients prior to commencing any treatment and promote shared
Having been informed of the potential risks, the final decision of inc¥i iff relation to
the handling and/or administration of methotrexate is a personal one, hould
be well documented.

nv,

Supply, storage, protective clothing and dispos

Supply, preparation and delivery

Due to an increase in preparations of methotrexate being available, those who self-
administer or carers who administer for others, must be informed of the specific
requirements for their particular preparation prescribed. Any change in preparation
prescribed must be accompanied with an update on the new preparation and any changes
to storage, administration or disposal must follow the manufacturer’s guidelines.

Packaging and transport systems should ensure that adequate protection and storage
instructions are adhered to during delivery. Practitioners should be guided by local
policies and the manufacturer’s guidance.

14 BACK TO CONTENTS
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Storage and drug stability

Methotrexate is a clear yellow-ish solution and is stable if stored out of direct sunlight.
The shelf life and storage conditions of autoinjector pre-filled PEN and pre-filled injector
devices should be carefully checked and reviewed on a regular basis and prior to each
administgation of the drug.

hotrexate and clinical waste bins should be out of the reach and sight
ildren and pets.

Practitioners a iegftSlicarers who undertake self- administration should be trained
and competen aspect§ of safe storage. This will include awareness that storage

The cytotoxic nature of me Sans that it could potentially pose a risk to those
staff and patients that handle%t. } lue to the low doses used in rheumatology,
and if licensed autoinjector pre- and pre-filled injector devices are used, this
risk is considered relatively low.

This guidance suggests that aprons, goggl r armlets no longer need to be worn
by practitioners when administering autoififect d PENs and pre-filled injector
devices.

In promoting good clinical practice, this guidanc
carers should always use gloves (latex free, ideally
protocols when administering subcutaneous methotr
Dougherty and Lister, 2018).

that practitioners and
e good hand washing
anciet et al., 2005;

It is not necessary for patients administering their own therapy
element for practitioners is documenting that the individual is a
made an informed choice.

If pre-filled syringe injections are used, practitioners are strongly advised
adhere to local policy and procedures, as the risk of cytotoxic spillage/ex
be increased with such preparations and the procedures and policy on use of P,
be very different.

Disposal of sharps and clinical waste

Local policy should dictate the storage, collection, handling and disposal of methotrexate
clinical waste/sharps.

Practitioners should receive regular training and be up to date on policies in relation to
dealing with hazardous waste and sharps safety. Purple lidded clinical waste bins should
be used for the disposal of methotrexate injections (as opposed to yellow sharps bins
seen elsewhere) and patients should be informed of this difference.

Patients should be aware of the need to ensure the safe disposal of equipment using
a clinical waste bin, and that the bin itself also constitutes a risk and should be safely

BACK TO CONTENTS 15
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ADMINISTERING SUBCUTANEOUS METHOTREXATE FOR INFLAMMATORY ARTHRITIS

stored when not in use. The bin should never be filled more than two-thirds of its total
capacity and should be securely sealed during transportation.

Spillage

Based onghe recommendation and assumption that methotrexate will be administered
using ensed autoinjector pre-filled PEN or pre-filled injector device (not syringe)
cont Il volume of methotrexate, the risk of exposure is very small and a

ikely to be necessary. Please refer to your local policy for guidance.

nlikely when using an autoinjector pre-filled PEN or pre-filled
and carers should also be aware of what to do in case of a
may be provided to the patient if felt necessary.

injector deVice,
spillage. A sma

Wear protective glové
cytotoxic bin). As a preca
Lister, 2018) and washed

should be removed immediately (Dougherty and
other items. Wash hands thoroughly.

Weinstein and Hagle., 2014 ) for a few minutes. A do&tor shogdld be contacted if any side
effects are experienced. Some care settings may have eye @Was available, if needed.

Liquid spillage on floors or work surfaces

Wearing gloves, cover the spillage with absorbent paper and clgan SO nd water.
Paper tissue should be bagged and disposed of in the bin.

Practitioner training and competence

No specialist training is required for the administration of subcutaneous meth e by
practitioners; however, all practitioners should be competent in the administr
subcutaneous injection technique.

Ideally, specialist practitioners should undertake appropriate training in the
administration and management of methotrexate (see Appendix 3).

16 BACK TO CONTENTS
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Considerations before commencing home administration for patients

Home administration requires effective communication and good collaboration between
patient and carers, plus health care providers from all sectors. A training programme is
required to assess the patient’s/carer’s ability to undertake the methotrexate injection
safely a ompetently at home.

be advised that they can elect not to self-administer methotrexate and
tment. However, should they choose this course of action they MUST
care team promptly, so their records can be appropriately updated.

Following assessment, a decision will be made about whether the

patient or carer

has a clear understa
methotrexate (includi and frequency), the use of additional equipment

can adhere to regular bloo i s per BSR guidelines /local practice. Ensure
shared care agreements between primary and secondary care are in place for
prescribing and monitoring bloodsgand the nt agrees to attend blood monitoring

and clinic appointments

recognise that a risk assessment must supp ministration and that this will

be subject to review

understands the back-up plan in the event of b bl self-administer.

Patient information leaflets on subcutaneous methotréxatefihjecii are available from a
number of organisations and drug manufacturers.

Pre-treatment checklist for adults

The following pre-treatment checks should be undertaken for adulgs (ple@se g€e Section
2 for Paediatric guidance).

Baseline clinical assessment should include:
height
weight
blood pressure.
When commencing patients on methotrexate Ledingham et al., (2017) advise checking:
full blood count (FBC)
creatinine/calculated glomerular filtration rate (GFR)
« alanine aminotransferase (ALT)
aspartate aminotransferase (AST)

albumin.

BACK TO CONTENTS 17
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ADMINISTERING SUBCUTANEOUS METHOTREXATE FOR INFLAMMATORY ARTHRITIS

These should be checked every two weeks until the patient has been on a stable dose
for six weeks. Once stable, monthly full blood count, creatinine/calculated GFR, ALT and/
or AST and albumin are advised for three months. Thereafter, FBC, creatinine/calculated
GFR, ALT and/or AST and albumin can be undertaken every three months.

e dose of methotrexate, blood monitoring should be increased and
lculated GFR, ALT and/or AST and albumin every two weeks until on a

therapy; howev
conditions which
should always be noteelsg
chest X-rays, spirometry

advised when using methotrexate in patients with respiratory
igted with pneumonitis. Therefore, respiratory history

. If there is a significant reduction in spirometry,
and alternatives to methotrexate should be

During a serious infection, methotrexate sh porarily discontinued until the
patient has recovered from the infection. For cli ent abnormalities, emergency
access to specialist rheumatology advice, with@re seWithin one working day, should
be available (Ledingham et al., 2017).

Pregnancy testing

Pregnancy testing is recommended for all women of child 2 poiéntial prior to the
commencement of methotrexate. Please see local policy furth uigance and the
summary of product characteristics (SPC) at: medicines.org.u

Vaccinations

EULAR (2019) recommendations for vaccination in adult patients with autoj
inflammatory rheumatic diseases highlights the need for annual vaccinatiofi st
assessment following the initiation of any immune-modulating therapy. Non-li cines
can be safely administered to patients regardless of the underlying treatment Used for
their inflammatory arthritis. Live attenuated vaccines are generally not advisable but may
be considered with caution after weighing up the risks and benefits to the individual. As
the administration of vaccinations are likely to take place in primary care, health care
professionals should advise patients to check with their rheumatology teams if they are
unsure as to which vaccination they can safely receive.

Varicella immune status

Chickenpox infection is a concern in any non-immune immunosuppressed patient with a
significant exposure to either chicken pox or shingles.

Checking varicella immune status (VZV IgG) prior to starting methotrexate has
been identified as an important aspect of patient care, especially in those who have

18 BACK TO CONTENTS
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autoimmune inflammatory disease and require immunosuppressant medication, as
it has been reported that this group of patients are at greater risk of infection and/or
reactivation of latent disease/shingles (Butler, 2008; DH, 2006; McCarthy et al., 2011).

This can be checked via history taking and/or varicella zoster (VZV IgG antibody) blood
test screghing if clinically indicated.

ne status (VZV IgQ) is not performed at this stage, then it should be
within seven days of a significant exposure to either chicken pox or

expos
If chickenpOx/shiin elops, the patient should be urgently assessed for acyclovir
treatment; met puld be discontinued until the last spot has crusted over and

The risk and severity o8
therefore, individuals sho ssessed for shingles vaccine eligibility (based on

at: gov.uk/government/publicat

Some patients may be eligible for thaégshingle ne while on methotrexate therapy.
Patients on long-term stable low-dose cortig herapy (defined as 20mg
prednisolone per day for more than 14 da i or in combination with low

dose non-biological oral immune modulating drligs ( otrexate 25mg per week

or less), are not considered sufficiently immuno these patients can
receive the vaccine after weighing up the risks an each individual case. In
these cases, live vaccines should be considered with i indiscussion with their

rheumatologist. If there is any doubt between the risk of s s the benefit of

immunisation, specialist advice should be sought (BSR, 2

Influenza vaccination

The EULAR (2019) and Ledingham et al., (2017) guidelines states that theYhfl
vaccination should be strongly considered for most adult patients wi ut
inflammatory rheumatic diseases, in line with national guidance - these p

temporary discontinuation of methotrexate was shown in clinical trials to prov: a better
immune response to the vaccine, it is currently not recommended to stop methotrexate
before or after vaccinating for influenza due to the risk of flare. The effectiveness of the
vaccine whilst on treatment should therefore be discussed with patients.

Pneumococcal vaccination

EULAR (2019) and Ledingham et al., (2017) recommended that patients with autoimmune
inflammatory rheumatic diseases should be offered pneumococcal vaccination as the
risk of pulmonary infection is particularly high in this patient group.

Full advice on varicella, influenza and pneumococcal vaccination can be found in the
Green Book at: gov.uk/government/collections/immunisation-against-infectious-
disease-the-green-book
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ADMINISTERING SUBCUTANEOUS METHOTREXATE FOR INFLAMMATORY ARTHRITIS

Alcohol history

Patients should be informed of the importance of restricting alcohol intake when receiving
methotrexate treatment as the liver metabolises both alcohol and methotrexate, however, there
is some evidence that <14 units weekly does not appear to be associated with an increased

risk of tragsaminitis. The risk of transaminitis (liver damage) for patients on methotrexate does

the impact of alcohol on health can be found at:
coholic-drinks-and-units

any potential drug interactions 6 abs contraindications, such as trimethoprim
and co-trimoxazole. Refer to the currg the BNF or the BNFC and the

manufacturer’s specific summary of product eristics (SPC). For further advice,
contact the local prescriber.

Practitioners should also be aware of, and exer in relation to patient use
of over-the-counter (OTC) medications and co rbal remedies, as such
agents, when taken with methotrexate, might co poiéntially compromise a
patient’s clinical management.

To promote patient safety and best practice, practitioners atients
specifically about their use of complementary and altern nd be aware of
the potential these may have for hepatotoxicity and interactions d Neuberger,
2003; Gonzalez-Stuart, 2011; Joshi and Medhi, 2008; Leung, 200%6;
et al., 2009; Ulbricht et al., 2008; Yang et al., 2006).

Contraindications to treatment with methotrexate

The following are contraindications to treatment with methotrexate:

renal or liver impairment/failure (or recent hepatitis)

blood dyscrasias/abnormalities

alcoholism

planned conception, pregnancy or breast feeding

immunodeficiency syndromes

active chickenpox/shingles

recent live vaccines (within two weeks).
Over-the-counter (OTC), complementary and alternative medications (including herbal
remedies) should be treated with caution. In promoting and improving patient safety and

self-management, patients should be advised to check with pharmacists when buying
OTC or herbal medicines.
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Checklist for practitioners

All practitioners should adhere to the following checklist prior to administering a pre-
filled, methotrexate PEN or autoinjector device to a patient:

onitoring (including the monitoring of trends) is in place as per
17), DMARD monitoring guidelines and local protocols are
followed. En alood results are satisfactory, and patients know when they

need to atte

note the date and time of next injectiont

Specialist practitioner training and co e Appendix 3)

Practitioners should be knowledgeable and com
administration and risk management and stay up t
relation to the drug’s indications and side effects.

tent in All aspects of methotrexate
atefWith atest evidence in

Practitioners should have undertaken appropriate training to géfucaf€, port and
teach patients in the self-administration of subcutaneous méeth te, ensure
their own training is regularly updated.

« Practitioners should ensure appropriate communication and suppor? ar i e for
primary health care teams and patients self-administering in their own

Practitioners should be aware of clinical governance and local policies inr nto
the management of patients receiving methotrexate.

Documentation and audit should be an integral aspect of developing a service for
patients receiving subcutaneous methotrexate.

Patient education and training

The practitioner’s role is to teach the patient how to administer their methotrexate safely,
using the correct technique for the appropriate subcutaneous pre-filled injection device
prescribed.

Please refer to the specific manufacturer’s guidance for preparation and administration.
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ADMINISTERING SUBCUTANEOUS METHOTREXATE FOR INFLAMMATORY ARTHRITIS

Points to consider

Skin preparation

There remains debate around the use of alcohol-impregnated swabs to clean
subcutaneous injection sites.

otrexate and a biologic therapy) these should be
ne should be given in the right thigh and the other
t least 3cm apart, if given in the same limb. If
be in a 5cm radius away from the navel.

prescriptions and collection of

clinical waste will vary according to local poli€ arrangements between primary
care organisations. It is essential that the el carer are provided with information
about their prescriptions and have clear guidange on port they can access in the
case of concerns. This should include informatit ne or electronic repeat

Safe disposal of sharps

Local policy should dictate the storage, collection, handli di
clinical waste/sharps.

al of methotrexate

Practitioners should receive regular training and be up to date on
dealing with hazardous waste and sharps safety. Purple lidded clin ins should
be used for the disposal of methotrexate injections.

Documentation following the injection
It is recommended that the patient should keep a record of their injections.

Patient competency

Patients and carers should be provided with adequate information (verbal and written)
about the treatment and understand the contraindications, the potential risks and side
effects to enable them to make an informed decision about methotrexate therapy. They
should also be given the opportunity to discuss any concerns they may have.

Training the patient or carer

The patient or carer should be able to access training sessions if necessary, and as
required. It is best practice to undertake an annual review of patient or carer skills (for
example, practise in injecting and management of their prescription), where possible.

22 BACK TO CONTENTS



ROYAL COLLEGE OF NURSING

Patients and carers should also be encouraged to watch online patient education videos
from all licensed providers of subcutaneous methotrexate.

Patients may elect to self-administer methotrexate injections (or elect a carer), provided
they undertake the necessary training.

failure or tech

be aware of the ne€dto ef ive means of contraception (where appropriate) and
be fully informed of all@Spe ing to sexual health (Flint et al., 2016; Butler, 2011;
BSPAR, 2020; Mclnnes L.,

know how to store and dispo

understand the importance of rem@mbering #attend for blood tests and monitoring
regularly, as agreed with the local team ag 4@ ol

understand how and when to seek advice or giid8 n treatment and related issues
that may require prompt medical opinion

be aware of their responsibilities when giving

To minimise reactions and promote and maintain goo
should routinely ask patients/carers if they are experienci
an appropriate assessment if this is required. This approach will
audit trail and ensure the maintenance of safe practice by pati

ique, practitioners
ms and arrange

an organisation in 2012 and its work incorporated into NHSI patient safet
work, many rheumatology departments still issue patients with this booklet a ontent
is still relevant for patients commencing methotrexate.

The role of practitioners is to recognise the individual needs of patients and provide
support in administering the most appropriate treatment for that patient. Patient
preferences will vary depending on:

the patient’s medical history and general health status
social and psychological factors that affect their treatment options.

Best practice is to meet each patient face to face to ensure training is safe and the
patient is assessed as competent. The time taken to train each patient or carer, together
with the number of practice sessions that require supervision, will vary. Following an
initial assessment and discussion with the patient and carer, a mutually agreed training
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ADMINISTERING SUBCUTANEOUS METHOTREXATE FOR INFLAMMATORY ARTHRITIS

package should be provided and tailored to meet the patient and/or carer’s individual
learning needs. The practitioner, patient and/or carer, where appropriate, will determine
the number of training sessions necessary to achieve competency.

Travelling with methotrexate

The aui@hjector pre-filled PEN and pre-filled injector devices should be stored as per
r's recommendations. Make sure that they check the injection box for
to store.

They shoul jfic advice on storage at high temperatures and note that

extra cautif®n n exercised in hot climates/environments over 25°C, when it
is recommend
temperature (a
or concerns about
practitioner or phar

+ aninjection just before they travel @nd then one as soon as they return. And to discuss
this with their GP or rheumatolog

their PEN or pre-filled injector device with the
rheumatology team before they go away.

It is recommended that they always keep their me
in case the bags get mislaid, but also rough handling
medication, plus it may freeze in the hold.

Patients should see their practice nurse or doctor to arrange any
well in advance of their travel. Live vaccines are contraindicate
methotrexate and so it is important that they are aware of this an
doctor they are receiving methotrexate.

Rheumatology advice line

Ensure patients and carers are made aware of an advice line they can call and
when they should use this.

Audit trail and data collection

If a unit or department wishes to collect additional data that contains personal or clinical
details of an individual or a group of individuals, staff must seek the advice and gain
permission from the respective local ethics and audit departments to ensure that national
data protection legislation and information on governance guidance and local policies are
adhered to (Data Protection Act, 2018).

In addition, nurses have a professional responsibility to adhere to the NMC guidance for
good record keeping (NMC, 2015).
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ADULT GUIDANCE

It is important that practitioners audit the service and include the value of the
educational programme. Your local audit department will provide guidance and support.

Conclusions

ritis and should be considered as an option before considering more
r adult patients with rheumatic conditions.
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ADMINISTERING SUBCUTANEOUS METHOTREXATE FOR INFLAMMATORY ARTHRITIS

2. Paediatric guidance

Introduction

This paediatric guidance should be used for children, young people and their families
receiving subcutaneous methotrexate treatment.

Methotrexate use in pdedi eumatology

History of methotrexate use

Over the last 40 years of clinical use, methotre rmed the outlook for
children with JIA and is considered the gold stand ts that require a second
line therapy (NICE, 2002; Ramanan et al., 2003; Fost 012). Methotrexate
is also widely used in other paediatric rheumatological co as juvenile
dermatomyositis (JDM), scleroderma (particularly localised¥ mic lupus
erythematosus (JSLE), idiopathic chronic anterior uveitis, and s i
and Isenberg, 2006; Hedrich et al., 2011).

Subcutaneous administration of methotrexate in children has a 10-
absorption rate compared with oral preparation (Tukova et al., 2009).

Alsufyani et al. (2004) retrospectively studied children who failed oral methotr
found that changing to subcutaneous methotrexate had a high likelihood of s
with more than 70% of patients with JIA achieving significant improvement. In clinical
practice, subcutaneous administration is often used as first line, compared to oral, due
to the higher bioavailability and less gastrointestinal upset (BSPAR, 2020). Adherence is
often an issue, with children and young people not liking the taste of oral preparations or
struggling to swallow the tablets, and thus, preferring the subcutaneous route.

Subcutaneous methotrexate treatment can be self-administered at home, giving the
patient and family a greater degree of independence and comfort.

Rationale for the use of subcutaneous methotrexate

Subcutaneous methotrexate is currently available from a number of pharmaceutical
companies, either as an autoinjector pre-filled PEN or pre-filled injector device, pre-filled
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syringes or vials. This document recommends either the pre-filled PENs or the pre-filled
injectors - both have fewer risks from potential spillage than either of the other two
preparations (pre-filled syringes or vials).

Subcutaneous methotrexate in an autoinjector pre-filled PEN or a pre-filled injector
device arg)licensed for polyarthritic forms of JIA in children over three years of age who

devices have re
methotrexate

es of drug and, in contrast to hospital-manufactured
eedle is attached and non-visible - so, not only safer but

preferred by the p opulation. The licensed autoinjector pre-filled PEN or pre-
filled injector devicE\g dminister (especially by young people), easier to store
and transport, and with'a isk of spillage. Also, they have recently been shown
to be less painful in comp@ri an paefilled syringes (Roszkiewicz, 2020).

Best practice, as advised by t
shared care between a paediatri
conditions) and the local health care te

ogist (who regularly sees children with rheumatic
, supporied by a paediatric rheumatology nurse

The advantages of using subcutaneous m
people and their families include:

not missing school/work, spending less time tr
or the local hospital

a more consistent approach to care (normalises treatmefit

the child or young person can self-administer, thereby increasi
concordance

children may get car sick on journeys to hospital or GP for inject
methotrexate anticipatory nausea, may increase the chance of vonifi et al.,
2011; van der Meer et al., 2007)

+ it may prevent the build-up of negative anticipation in the child because th
methotrexate can be administered when desired and is not dependent on other health
professionals.

In recent years, the development of biologic therapies has added another dimension.

The effectiveness of some biologic therapies is enhanced by the co-administration of
a DMARD (usually methotrexate) to enhance the action of the biologic agent, but also
reduce the potential for antibodies to develop against the biologic agent.

Dosage

Unlike adult care, methotrexate use in paediatrics is usually calculated by body surface
area (BSA) rather than weight alone as this gives a more accurate calculation in growing
children (see Paediatric resources 1: how to calculate body surface area).
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ADMINISTERING SUBCUTANEOUS METHOTREXATE FOR INFLAMMATORY ARTHRITIS

The recommended licensed dose is 10 to 15mg/m? body surface area (BSA) once weekly,
in children over three years of age. In therapy-refractory cases, the weekly dose may be
increased by up to 25mg/m? BSA once weekly (BNFC) (British Medical Association and
Royal Pharmaceutical Society, 2020b).

ially available PEN and autoinjector devices currently come in gradients of
2.5mg a dose range of 7.5mg to 30mg per week. If a patient is prescribed a dose

mg (i.e., off-label dose), this dose would need to be specially made in a
macy. This has implications for weaning doses in patients in remission;

due to ilable syringe doses it is good practice to reduce in 2.5mg steps.
Itisalsoi ware that two of the currently available (at time of publication)
commercial PE barations have different concentrations, so the volume of

Folic acid supplef

Folic acid supplementationi andard practice by most paediatric
rheumatologists to reduce i

prescribing. However, the BSPAR ate guidance (2020) states that if folic acid is
prescribed, it can be given as 5mg orally, weekly; Img daily or 5mg daily administration,
but not on the day methotrexate is gigen. Folic afiel supplementation can be initiated at

Risk assessment and management is an integral iding safe and effective
i hould consult and be
aware of their local authority risk management policy and gllideliag@®, and be able to

demonstrate that all potential areas of risk have been add

Evidence shows that the cytotoxic risk relating to the low dosa
of inflammatory arthritis is small (Wong et al., 2009) and since
availability of pre-filled PEN and pre-filled injector devices for the
subcutaneous methotrexate, the cytotoxic risks have been reduced €
the administration of subcutaneous methotrexate even safer.

Advice on the handling and administration of subcutaneous
methotrexate and pregnancy

Methotrexate has the ability to impair the fertility of those using it and is embryotoxic,
which means it can cause abortion or fetal defects, particularly during the first trimester
of pregnancy (Ostensen and Forger, 2009).

Best practice advocates that those who are pregnant (and particularly those who are

in the first trimester of pregnancy) do not handle or administer methotrexate (BSPAR,
2020; Dougherty and Lister, 2018). Practitioners are advised to adhere to their local policy
regarding this.
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Methotrexate can cause embryotoxicity and teratogenicity and, therefore, should not be
handled by pregnant health care professionals, carers or young people who are pregnant,
breastfeeding or men/women trying to conceive (BSPAR, 2020).

Therefore, it is essential that young people are counselled about the risks relating
to pregnamcy and contraception is discussed by a clinical nurse specialist prior to

Patients or carers whose iMster must be told about any changes of

manufacturer, volume or orage conditions, expiry date or change
in appearance of their meth ust also be informed of the potential
change in administration techni a g to the manufacturer’s guidelines and be

appropriately retrained.

Storage and drug stability

Methotrexate is a clear yellowish solution and i tored out of direct sunlight. The
shelf life and storage conditions of pre-filled P
be carefully checked and reviewed on a regular to each administration of

the drug.

to check on the
label (such as the child’'s name and drug dose). When con ies for home
administration, thoroughly discuss with the family the facilities de afe home
storage of the pre-filled PEN and pre-filled injector device and €lini as ins.

Storage at home

The storage of methotrexate and clinical waste bins should be out of ther; 0
vulnerable adults, children and pets.

Practitioners and patients/carers who undertake self-administration should be"trained
and competent in all aspects of safe storage. This will include awareness that storage
will vary according to the product used.

Personal protective equipment (PPE)

In promoting good clinical practice, it is recommended practitioners and carers

should use gloves (latex free, ideally) and observe good hand washing protocols when
administering subcutaneous methotrexate (Crauste-Manciet et al., 2005; Dougherty
and Lister, 2018). It is not necessary for a child or young person administering their own
therapy to wear gloves. Parents should be taught safe hand washing techniques and be
helped to reach an informed decision about wearing gloves.
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ADMINISTERING SUBCUTANEOUS METHOTREXATE FOR INFLAMMATORY ARTHRITIS

Disposal of sharps and clinical waste

Local policy should dictate the storage, collection, handling and disposal of methotrexate
clinical waste/sharps.

Practitioners should receive regular training and updates on policies in relation to dealing

nical waste need to be considered (please refer to your local policy).
nces, companies that deliver the methotrexate to patients’ homes

e collection and disposal of sharps and clinical waste. Purple
lidded clinical bould be used for the disposal of pre-filled PENs and pre-filled

injector device

The bin should nevé than two-thirds of its total capacity or transported if

not securely sealed.

Spillage

Based on the recommendation
using a licensed, pre-filled PEN or pr

illed injector device containing a small volume
of methotrexate, the risk of exposur ini

s minim a spillage kit is unlikely to be

Practitioner training and conflp

utaneous methotrexate by
in the.administration of the
orgnethotrexate, as

No specialist training is required for the administradion osu
practitioners; however, all practitioners should be compete
subcutaneous injection technique and be aware of specifi
detailed below.

Checklist for practitioners

All practitioners should adhere to the following checklist prior to a
licensed, pre-dosed, subcutaneous methotrexate injection to a patient:

a

check the methotrexate dose, frequency prescribed and expiry date

ensure blood monitoring (including the monitoring of trends) is in place as BSPAR
(2020) and local protocols, that blood results are satisfactory, and patients know when
they need to attend for their next blood test

check there are no contraindications to administration (as per the SPC)
ensure the patient has consented to have the injection

ensure the patient and parent/carer knows the advice line telephone number for
support or concerns

document the injection and the site used
be aware of protocols relating to the safe disposal of sharps

note the date and time of next injection.
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Specialist practitioner training and competence (see Appendix 3)

Practitioners should be knowledgeable and competent in all aspects of methotrexate
administration and risk management and be up to date with the latest evidence in
relation to the drug’s contraindications and side effects.

oners should have undertaken appropriate training to educate, support and
patieats/parents in the self-administration of subcutaneous methotrexate, and
training is regularly updated.

ensure appropriate communication and support are available for
t@ams and patients/parents are supported to administer in their

ncouraged to administer
h significant degree of

The injections may be administered at home by the traine d, young person
or responsible adult. If this is not possible, the injections should d tered by an
appropriately trained health professional.

Administration by a child or young person

Any child or young person that voices a desire to self-medicate must be i
assessed for his or her level of understanding and compliance. In general, 1t ha
found that encouraging children to self-inject fosters independence and com
the treatment programme. If a full injection is a step too far, assisting them to participate
in the process - for example, holding the device for the injection process - is a step
towards self-administration. The question of whether they would like to self-inject should
be revisited in the future as they become more independent.

There is little published evidence on the ideal age for a child or young person to self-
administer subcutaneous injections. Livermore (2003) suggests an arbitrary age of
ten years; however, there is anecdotal evidence of children younger than this self-
administering.

Administering methotrexate with a licensed, pre-filled PEN or pre-filled injector device
is also seen as easier than injecting with a syringe and needle. However, some young
people may prefer to administer via the licensed syringe as they have some control over
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ADMINISTERING SUBCUTANEOUS METHOTREXATE FOR INFLAMMATORY ARTHRITIS

the speed of administration (please ensure you use the licensed syringes rather than
those that are unlicensed). If this is the case, please be aware of increased risks of using
the syringe (such as an increased risk of needlestick injury and cytotoxic spillage). It is
important to stress that there must be ongoing supervision by an appropriately trained
adult at all times.

Scregffing families for home administration

WheRscre
traini

milies for home administration the two important requirements (once a
eisin place) are:

2 etence - best practice is to assess this face-to-face with the

is is not possible, the practitioner takes responsibility

In addition, following training and ris
patient/carer:

has a clear understanding of their resp

recognises that a risk assessment must support h
be subject to review

understands what to do/who to contact in the event of being ( minister or
self-administer.

Patient information leaflets on subcutaneous methotrexate injecti are’re
available from a number of charity organisations (see Appendix 4 - useful
Manufacturers also produce illustrated patient guides and online videos.

Suitability of family circumstances

Each family needs to be individually assessed to see whether home administration

is appropriate (Livermore, 2003). Practitioners need to assess the family for their
understanding of treatments, their ability to recognise and manage side effects, and the
safe administration/compliance of medications.

Families need to undertake a training programme and a review of their ability to manage
all aspects related to administration in their own home. They have a responsibility in the
partnership and should always agree to check with a health care professional before they
take any decision to omit an injection.

Consideration of risk-taking behaviours
Practitioners should be aware of using an assessment tool (for example, HEADSSS) to
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identify sexually active young people and counsel them about the use of contraception
and the prevention of sexually transmitted diseases, as well as the importance of
minimising alcohol intake while taking methotrexate.

Further discussion may be needed about planning pregnancy in the future. For example,
it is neceggary for both male and female patients to stop methotrexate for six months

tology team

checklist and baseline investigations

The following pge-if€atadent/baseline investigations must be undertaken for a child or
young person:

full blood coun engial white blood count
ESR (erythrocyte sedi ionYate) and/or C-reactive protein (CRP)
liver function tests

urea and electrolytes

varicella and MMR titres - if the ti ative, have the chickenpox and MMR
vaccines been offered prior to starting tre ' time allows?

consider if a pregnancy test is appropriate.

Note: Chest X-rays are not routinely performed tar methotrexate in

paediatric rheumatology.

A careful and detailed review of concomitant medication m@st b ertaken to exclude

any potential drug interactions or absolute contraindicati easegfefer to the current
version of the BNFC (British Medical Association and Royal Phar e ociety,
a

S
2020b) and the manufacturer’s specific summary of product c stic PC). For
further advice, contact the local prescribing doctor.

Administration of subcutaneous methotrexa

At the time of writing, there are numerous preparations available of subcut
methotrexate, as either licensed pre-filled PENs or pre-filled injector devicé€s. As the
administration techniques differ slightly between devices, please refer to the specific
manufacturer’s guidelines for the device you are using. Therefore, this guidance

will not detail the process for giving a subcutaneous injection, but instead will
discuss any important considerations when specifically administering subcutaneous
methotrexate.

Rotating injection sites

Patients or carers who self-administer treatment need to ensure that they rotate the
injections sites. If giving two injections (such as methotrexate and a biologic therapy)
these should be given in different sites. For example, one should be given in the right
thigh and the other in the left thigh. The injections should be at least 3cm apart, if given
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ADMINISTERING SUBCUTANEOUS METHOTREXATE FOR INFLAMMATORY ARTHRITIS

in the same limb. If injecting in the abdomen, injections should be in a 5cm radius away
from the navel.

It is suggested that the patient and/or parent/carer should keep a record of injection sites used.

Review gnd monitoring

To minimise rea€ti amote and maintain good injection technique, practitioners
should routinel carers if they are experiencing any problems and arrange

is required. This approach will help maintain a thorough
ce of safe practice by patients/carers.

Children, young people and thei ould be provided with information (verbal
and written) about the treatment and @inderstand the contraindications, the potential
risks and side-effects to enable the formed decision about methotrexate

therapy.

ple opportunity to discuss any
jon about methotrexate.

The child/young person and parent should also
concerns they may have after they have been

ng plan that provides
them with a clear understanding of the process and ilities required for home

number of practice sessions, will vary.

When not to administer

As with any medication, the practitioner, parent or young person n s to be
the circumstances when they would not administer methotrexate. Th mon
reasons for temporarily discontinuing methotrexate in paediatrics includ

significant deranged blood tests: it is the responsibility of the monitoring p
nurse to inform families of abnormal blood results that require stopping the treatment

the child/young person develops chickenpox/shingles; the parent/young person should
inform their GP or treatment centre for appropriate advice.

Usual childhood coughs, colds, or minor infections do not warrant stopping methotrexate.
However, if there is any suspicion that the child is systemically unwell - for example, a
high fever (over 38.5°C) or a rash (that is different to any usual fevers or rashes such as
those that accompany systemic onset JIA) - then expert opinion should be sought.

Side effects

The majority of children and young people tolerate methotrexate very well; however,
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the main side effects seen in children and young people generally include nausea and
vomiting, increases in liver enzymes, abnormal blood results and post-dosing reactions of
feeling unwell.

Nausea and vomiting

ose is escalated. The other is often described as anticipatory. This is
en the child or young person may feel sick or when they see or
e,lt is also common to have a negative association to the colour
yellow. Anecdo
troublesome a sea, are hugely underestimated problems for patients
et al., 2007). Practice within services differs, but it

is worth considering‘agi n antiemetic and folic acid prophylactically when

before they become troubles
is often returned to many times Y8t the disease course, often in conjunction with
biological therapies. Therefore, gainigg compliagee from children and their families is

Often the whole family will need support 4€ they® involved in the preparation for the
procedure, including calming and supporting t i
often used, their effects on patients are variabl@.

There are a number of strategies to try and lessen
disruption it causes:

sea an@ vomiting and the

giving the injection just before bedtime and on a Friday ©f Saturday (i@.avoid school
absenteeism)

- folic acid supplementation
withholding NSAID dosage on the injection day

administering an antiemetic dose a few hours before and one to two doSes afféer
injection

eating something during the injection, such as a chewy sweet bar can help (although in
some patients this makes it worse).

Non-pharmacological interventions can also be used in conjunction with the above:
self-hypnosis
relaxation

+ music therapy

guided imagery.
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Abnormal blood results and monitoring

The blood monitoring regime for subcutaneous methotrexate is the same as for oral
methotrexate (BSPAR, 2020).

Baseline hloods should be obtained and repeated on a regular basis (Kocharla, 2009).

the first month after starting methotrexate treatment or after
methotrexate

halt of the methotrexate until bldod v:
are raised above three times the uppé¥ limit of al, the methotrexate is usually
discontinued for one or two weeks and the reg hecked. If these have returned
to normal, methotrexate can be restarted g dose. If the enzymes are still

have normalised. If the liver enzymes

(Foster and Brogan, 2012; Hashkes et al., 1997; R
blood monitoring should be agreed locally and a s
monitoring is to take place in primary care.

d care@greement entered into if

Good practice often involves a patient-held record (such a s hlood monitoring
booklet, which may still be available in some trusts), particularly ##he arents or
young person administer the injections.

Needle aversion

Strong dislike or ‘aversion’ of needles can be a major concern in paediatri
the pre-filled PENs or pre-filled injector device are preferred by many children
young people as they cannot see the needle, health professionals still need t
to any concerns. Some children may benefit from referral to a child psychologist or play
therapist, although this may not be available in all local areas.

Topical anaesthetic creams or sprays can be used, or a wrapped frozen bag from
the freezer can be used to numb the skin. The use of distraction techniques, bravery
certificates and stickers may also prove useful.

Giving the child as much control as possible, for example, in which room they want their
injection done and what they want to do (look at a book, watch TV, play a computer
game), are often useful strategies. There are some commercially available products which
families can buy to aid subcutaneous injections in children and young people by, for
example, vibrating on the skin surface and lessening the pain signals to the brain.
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Vaccinations

BSPAR (2020) and The Department of Health publication Immunisation against Infectious
Disease (the ‘Green Book’) state that children and young people who are on up to 15mg/m?

of methotrexate can receive live vaccines, as long as they are not receiving any other
DMARDsgsuch as biologics or high dose steroids. If you are unsure, please check with the

It is recommen
pneumococcal
vaccines should bgfe

those who have not had it previously and annual inactivated flu
lile on this treatment.

Chickenpox
g ! ic practice, much more so than in adult practice.

arting methotrexate is now standard
to those who have negative titres.
trexate treatment, depending

The vaccine is live and thus this may delays
on local guidance. Consideration should be give

herpes zoster)
in non-immune

should be given (BSPAR, 2020). Passive protection against c
with VZIG and/or acyclovir should be given in the event of si
patients. The Department of Health publication Immunisation agai nf
(the ‘Green Book’) is regularly updated and should be considered as t
information about vaccinations. For an up-to-date definition of ‘signi
uk/government/collections/immunisation-against-infectious-disease-

Transition to adult care

At least one-third of children with JIA continue to have active inflammatory di
their adult life and up to 60% of all patients continue to have some limitation to daily
living activities (Nigrovic and White, 2006).

Specific figures for many rheumatic diseases that continue into adulthood are harder

to find, particularly since conditions such as ankylosing spondylitis (AS) and juvenile
systemic lupus erythematosus (JSLE) are primarily presenting in adolescence rather than
childhood. Adolescence can be a challenging transitional time (McDonagh and Kaufman,
2009) and the following needs special attention.

Identification and counselling of risk-taking behaviours, such as alcohol, recreational
drugs and unprotected sex.

Planned transition and transfer to adult care.
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Transfer to adult care often does not happen seamlessly and, therefore, needs special
consideration - including the development of self-management skills in paediatric care

in preparation for adult care. The importance of having similar systems in place between
paediatric and adult care are vital. For example, if the young person self-administers, the
nurse needs to know whether this can continue in the adult setting. Also, if a paediatric nurse

ients if the injections they receive for travel require different
ptions available to patients who cannot take their injections
away with them are:

tablets/liquids instea

Patients and parents/carers should be advised to accinations they may require
well in advance of travel and the importance of infor ination provider that they
are receiving regular methotrexate treatment (to ensure t eive any live vaccines).

Patients and parents/carers should be advised to use high factorglins as sun sensitivity
can be increased whilst receiving methotrexate.

Audit trail and data collection

It is essential that all patients who are self-administering methotrexate, o nis/carers who
administer at home, can be identified and traced promptly should the need aris

Further information relating to data collection and audit trails can be found in the Adult
guidance section of this document.

Conclusion

The increase in licensed pre-filled PENs and injector devices of methotrexate for use in the
UK is great news for our paediatric patients. Offering a choice of preparations, colours,
shapes and sizes continues to further normalise treatment for children and young people with
rheumatic disease. Home administration of methotrexate is safe and without doubt improves
the quality of life of the child or young person and their parents/carers.
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Paediatric resources

1: How to calculate body surface area

Body surface area (BSA) is calculated in square metres (the Mosteller formula).

Height (cm) x weight (kg)
=m?

3,600

If this patient receives metfotrexate /m?/week, she/he will receive weekly:

0.91m? (BSA) x 15mg = 13.65mglfee

This will be rounded up or down to th@nearest 2&mg by the prescriber.
To calculate the methotrexate dose m?/wee
1 2
BSA x dose (mg) per week = dose m?/week
To calculate the methotrexate dose m?/week if this ¢ regéives g methotrexate per
week:

1

0o x dose 10mg per week = 10.99mg/m?/week /@
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Appendices

Appendix 1: Glossary of terms and definitions

Bioavailability

The amount of drug that reaches the blood system regardless of how it is given. After

rly absorbed.
Toxic to ce¢: process that Kills cells.
u i ug

DMARD

Disease modifying a t

Hazard

The Health and Safety Execu hazard’ as: ‘Anything that may cause harm,
such as chemicals, electricity, workin ladders, an open drawer etc’ (HSE, 2012).
Risk

‘Arisk is the chance, high or low, that som8&bod harmed by these or other
hazards, together with an indication of how seri@us t could be’ (HSE, 2012).

Risk management

‘A means of reducing the risk of adverse events occurfhg infan o isation by
systematically assessing, reviewing and then seeking way, eveaftheir occurrence.
Clinical risk management takes place in a clinical setting’ (Nation e Service
Executive, 2001, cited in Dimond, 2002).

Teratogen

Any substance, agent, or process that induces the formation of developm
abnormalities in a fetus.

Vesicant

An agent that causes blistering of the skin.
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Appendix 2: Training checklist for home
administration of subcutaneous methotrexate by a
patient (adult, young person or child) or carer/parent

Patient name:

Person taught:

Assessorz

Date completed/ .
P Patient and/ .
Date proved . Assessor’s
. or carer’s :
supervised | competence . signature
) signature
by trainee

Date shown/
trainer
discusses

Understands vérbal a
information given on

methotrexate, inclu N/A
complications/side effe

Can discuss why it’s given.

Knows how to acquire the metho

L N/A
injections.

Understands storage requirements. N/A

Knows how to check the equipment and
drug.

Knows the correct hand washing
techniques.

Knows the correct use and disposal of

gloves (if using).

Knows how to deal with a needlestick N/A
injury.

Can give the subcutaneous methotrexate

injection using a safe technique and can

identify where the injection can be given.

Knows how to deal with spillage on

surfaces, skin and eyes. N/A
Knows how to dispose of used sharps, and

N/A
any unused methotrexate.
Candiscuss instances when not to give the N/A
injections.
Knows who to contact in case of any N/A

problems.

Candiscuss the rationale and
arrangements for blood monitoring while N/A
on methotrexate therapy.

Knows that co-trimoxazole (septrin) and

trimethoprim must not be taken with N/A
methotrexate.
Knows what to do when travelling with

N/A
methotrexate.
Signed certificate of instruction N/A N/A

One copy for patient and one to be retained in patient’s notes.
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Certificate of instruction for the home administration of subcutaneous
methotrexate by patient or patient’s carer

Patient name:

Addr

Telephone
number/email:

This is to certify that | havefeceiveg aing about subcutaneous methotrexate and
how to give the injections. | no > S
treatment at home. | understand preblems may arise and what to do if they occur.

Patient/carer
name:

Signature:

Date:

Assessor
name:

Assessor
sighature:

Date:

One copy for patient and one to be retained in patient’s notes.
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Useful information

Date
methotrexate
therapy
comm ed:

Dates
doses of a
increases:

Name and
preparation
prescribed:

Name and
address of
prescribing
doctor:

Telephone
number (if
appropriate):

Name of nurse
involved in
your or your
child’s care:

Telephone
number (if
appropriate):

Any other
telephone
numbers/help
lines:
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Name and
address of
supplier,

such as local
hospital, or
pharmacé@tical
comp

Telephone
number (if
appropriate):

Any other
important
information:

44
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Appendix 3: Example of specialist practitioner

competence checklist

Name of practitioner:

Name of supervisor:

Element of competence to be achieved

Date of Practitioner Supervisor
achievement | signature signature

Describe interventions req
side-effects.

Discuss the process for assessing
methotrexate therapy. For example,
medications, allergies, level of disease a
attitude to treatment.

Demonstrate the ability to check the validity of the ¢
prescription. This includes expiry date, dose, route b
is to be administered and the checking of the patient identificati

Demonstrate the ability to teach a patient/carer how to admister
subcutaneous methotrexate.

Demonstrate the ability to assess a patient’s/carer’s suitability for
home administration of subcutaneous methotrexate.

Describe local health and safety guidelines and risk assessment
required for providing a subcutaneous methotrexate service in
hospital and in the patient’s home. With particular relevance to:
- safe storage and handling

+ dealing with disposal and rare situation of spillage

+ ensuring a quiet and safe environment

- preventing unnecessary exposure to other people

+ travelling and transporting methotrexate.

Demonstrate the ability to discuss the information/educational
needs of the patient/carer in relation to home administration of
subcutaneous methotrexate therapy.

Demonstrate the ability to provide the patient/carer with information
about the treatment in order that they are able to give informed
consent (written/verbal - in line with local guidelines).

Describe sites on the body that would be appropriate for
subcutaneous methotrexate injection.

Demonstrate the ability to maintain concise and accurate patient
documentation and audit.

Describe the local monitoring requirements and follow up
arrangements for subcutaneous methotrexate therapy and the
actions that must be taken in the event of a blood dyscrasia.

Describe the rationale for the use of folic acid supplementation in
patients receiving subcutaneous methotrexate.

Identify the ways of maintaining current competency.
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Appendix 4. Useful websites and further reading

Advancing Quality Alliance: aquanw.nhs.uk
British National Formulary (BNF): bnf.nice.org.uk
British National Formulary for Children (BNFC): bnfc.nice.org.uk

British iety for Paediatric and Adolescent Rheumatology (BSPAR): bspar.org.uk

Northern Ireland Environment Agency (NIEA): daera-ni. rn-ireland-
environment-agency

Nursing & Midwifery Council (NMC): nmc.org.uk
Paediatric Rheumatology European Society (PRES): pres.eu

Royal College of Nursing (online guidance and RCN member access tor atolo
forum): rcn.org.uk

Royal College of Nursing - A Competency Framework for Rheumatology Nurses: rcn.
org.uk/professional-development/publications/pub-009004

Royal College of Nursing - Sharps safety: RCN guidance to support the implementation
of the Health and Safety (Sharps Instruments in Healthcare) Regulations 2013: rcn.org.uk/
professional-development/publications/pub-004135

Scottish Environment Protection Agency (SEPA): sepa.org.uk
Subcutaneous injections information: bd.com/uk/diabetes
Versus Arthritis: versusarthritis.org

You can find full texts of all UK government legislation at: legislation.gov.uk
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