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Section 4: General and infection screening

If malignancy or infections identified, specify these.

Malignancy:

Type:

Date of diagnosis:

Review following initial screening for treatment criteria

Infections: Type:

Date of last infective episode:

Treatment:

Consent guidance

Yes

Has the patient been fully informed about treatment?

Has the patient had an opportunity to ask questions?

Has the patient been provided with written information?

Has the patient given informed consent to treatment and information being shared with the BSR Biologics Register
if required?

Has consent been documented in the patient’s notes?

Local trust consent policy completed if required?

Are all the pre-treatment screening tests completed?

If appropriate, has the patient been prescribed MTX?

If required, has the BSR Biologics Register data been collected?




Appendix 2

Flow algorithm for patients receiving
intravenous biologic therapy

Use in conjunction with guidance section, page 9
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Appendix 3

The British Society of Rheumatology
Biologics Register (BSRBR)

The BSRBR is the largest prospective register of
rheumatology patients receiving anti-TNF« therapy in
the world, and at the time of publication had registered
over 15,500 patients. The BSRBR is a valuable and on-
going observational research study for adults treated
with biologic therapies. The data collected from this
registry has provided vital early evidence of the clinical
experience of treating people with biologic therapies
against a control group receiving traditional DMARD
drugs.

Although randomised controlled trials have
demonstrated the efficacy of many biologic therapies,
BSRBR observational data will provide invaluable
evidence over the long term (10 years) based upon
experience in routine clinical practice. Importantly, the
register has been designed to monitor the long-term
safety profile of these agents. The register is a unique
collaboration between the University of Manchester, the
BSR (a medical professionals’ society) and the
pharmaceutical industry. All consultant rheumatologists
in the UK who prescribed anti-TNFa therapy
participate in the register, supported by nurses and
other health practitioners. Health care professionals and
patients are required to complete questionnaires on a
regular basis. Professionals complete clinical
questionnaires to report changes in health status or new
investigations, while patients are requested to complete
a number of patient-reported outcomes and a patient
diary.

The BSRBR tracks the progress of patients with severe
RA and other rheumatic conditions being treated with
anti-TNFa« therapies (adalimumab, etanercept and
infliximab) and rituximab for RA and AS. The register
no longer requires new patients to be registered who
have RA, AS or PsA and are being treated with
adalimumab, etanercept or infliximab. However, the
rituximab registry is recruiting for RA.

Registration criteria and assessments required will vary
depending on the condition, recruitment timeframes
and new therapies being included on the register. For
the most up to date information on data collection
requirements, and for access to tools to assess patients
for the register refer to:
www.medicine.manchester.ac.uk/epidemiology).
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Training patients to self administer
subcutaneous biologic therapies:
a framework for registered
rheumatology nurses

Modified from guidelines developed for the treatment
and monitoring of MTX therapy by the University
Hospital Birmingham NHS Foundation Trust, with kind
permission.

You will find additional resources, such as guidance on
self-administration of subcutaneous MTX and
supporting protocols/guidelines, at the RCN
Rheumatology Forum website:
www.rcn.org.uk/rheumatology.

Refer to Part 1,Section 1, Screening, page 5 for guidance
on issues of consent.

Review of clinical practice and skills

A lead nurse in the rheumatology team should maintain
a list of registered rheumatology nurses who are
competent in training patients to self administer. The
lead nurse must ensure that relevant audits are
undertaken to check adherence to the protocol with
support of the clinical governance department. The
audit will be undertaken in accordance with the review
date documented on local policies or guidelines.

Clinical incident reporting and
management

Any untoward incidents and near misses should be
reported using an incident report, and dealt with by the
appropriate management team. The risk management
team must be notified by telephone of any serious
untoward incidents.

Planning care

The aim for the nurses trained to educate patients is to
enable the patient to become competent in self
administering a subcutaneous injection, so that they
can become independent and able to inject themselves
at home. In some cases patients may nominate a
partner, carer or parent to administer the injections for
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them. Once the patient or carer is competent and stable,
you can arrange delivery of the equipment and drug
therapy to the patient’s home through the home care
service or directly from the rheumatology department.

Patients and carers will need training to ensure safe
storage, handling and administration of biologic
therapies (Dougherty et al.,2005). Guidance must
include handling and storage of the drugs, as well as
injection technique principles such as rigorous hygiene
and safety procedures in using medications and the
equipment used for injection.

Patients/carers should receive verbal and written
information specifically developed to support the
training programme, as well as medication information
sheets such as those produced by arc. A biologic alert
card should be provided to every patient. These can be
obtained from the arc website (www.arc.org.uk) but are
usually also provided in the patient information packs
produced by the pharmaceutical companies
manufacturing the therapy.

Following the training programme, you should also
provide appropriate follow up and telephone support
(NMC, 2007). Patients must be advised that they will
require regular monitoring and review to ensure they
are achieving treatment benefit. Blood monitoring is
carried out in accordance with the hospital’s monitoring
protocols.

Flexibility in level of training

Practitioners need to be flexible in their training methods
according to the patient and carers’ learning needs, and
after discussion and assessment of their competence in
administration techniques. You should agree a training
package with the patient/carer. Some patients/carers will
require a greater number of practice sessions, and you
will need to tailor the level of supervision you give before
the patient is confident and competent.
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In many cases patients with inflammatory joint disease =~ 4 have the ability and the willingness to administer
will already be competent in subcutaneous injections as injections
they will have been self administering MTX (a cytotoxic

o understand storage, equipment and handling
therapy) or for other co-morbidities such as

conditions (see patient training package, page 49,

ostéoporosm. In a very small ngmber of a.dult cases, for detail)

patients are unable to self administer their treatment. In o

these circumstances, and if the patient consents, a carer ¥ ufr;derstand what to do when experiencing side
effects

can be taught to administer the injection.
+ understand the importance of attendance for

Home care services monitoring.

Home care services are available for many patients
receiving subcutaneous biologic therapies, provided by
the pharmaceutical companies which produce the L.
drugs. This community support can include provision

of nurses competent to train patients at home, as wellas 5
delivery of the drugs and collection of sharps boxes and
clinical waste. Home care services such as these do not + are unable to administer the injection because of
incur any additional charges for VAT on the cost of the poor dexterity as indicated in a practical

drugs. It will be at the discretion of the rheumatology demonstration to the rheumatology nurse, and if
department with reference to local trust policy and with they do not elect to have a carer to administer
the support of the pharmacy department, to decide on treatment instead

Contraindications for patient self administration

The patient declines treatment/the training
programme.

Patients and carers:

the package of care most appropriate for the individual + show poor concordance with attendance and
patient. monitoring

Note that training videos/DVDs are available from the + are unable to safely store the injections at home or
pharmaceutical companies to support your training are unable to demonstrate an understanding of the
programme. need for safe storage

In many cases, however, and depending upon local + demonstrate a lack of understanding of the safety
provision, patients may elect to be trained to self and self care requirements.

administer their subcutaneous biOlOgiC therapy 3. If, n your professional Opinion asa registered
supported by their usual team from the rheumatology rheumatology nurse, you consider the patient’s
department. condition requires that the injection should not be

administered (for example, skin rashes, infection,
neutropenia, leucopenia, thrombocytopenia,
abnormal liver function tests, pregnancy, breast-

For subcutaneous treatment to go ahead
1. A specialist with appropriate prescribing

qualifications who can prescribe an anti-TNFa«
therapy must be available. Other biologic therapies
may need to be prescribed by a medical specialist in
the field. Refer to the SPC and where appropriate any
regulatory guidance documents (such as NICE).

. A registered rheumatology nurse should assess the
patient’s/carer’s understanding of the process by
discussing the training programme with them (see
more detail below).

. The patient must fulfil the treatment criteria.

. To receive a programme of tuition for self/carer
injection of subcutaneous therapies at home, you
must have assessed the patient/carer to ensure they:

4 are aware of the reason for treatment

feeding and planning to conceive). In these cases,
seek a medical opinion.

The patient must be referred for a medical opinion if
they:

1. develop a new health problem or an existing health
problem requires medical supervision

2. have poorly controlled side effects or develop
toxicity to their treatment

3. have evidence of developing a blood dyscrasia

4. have failed to respond to treatment and there is
evidence of disease progression.



Continuing management

On completion of the training programme and when the
patient/carer has demonstrated competence in all
aspects of administration, you should inform them of
the follow-up arrangements. If a home care company is
taking over delivering the treatment, the home care
service should be notified and informed of the patient’s
progress. The patient must be provided with the
necessary equipment by the department or the home
care company.

Patient training package to self
administer subcutaneous
biologic therapies

Introduction

Self management is a pivotal aspect of health policy for
individuals with long term conditions, encouraging
patients to actively manage their own treatment regimes
including administering their own subcutaneous
injections in a similar way to patients injecting insulin.
Self-administration of therapies also can improve
patient choice and reduce the need to attend hospital
appointments and reduce reliance on the health care
system. In addition, it allows the patient to pursue their
normal activities of daily living without the disruption
of attending a health centre or clinic to receive
treatment. The framework outlined is a guide to enable
practitioners to instigate a programme of patient self-
administration of subcutaneous biologic therapies.

This patient training package is published as part of,
and should be used with, the Royal College of Nursing
(2009) Assessing, managing and monitoring biologic
therapies for inflammatory arthritis: Guidance for
rheumatology practitioners, which looks in detail at the
total care of patients receiving biologic therapies. It may
also be helpful to refer to Administering subcutaneous
methotrexate for inflammatory arthritis published by
the RCN (2004).

The expertise of the specialist practitioner is to
recognise and provide support in administering the
most appropriate treatment for each individual patient.
Patient preference for a specific treatment option will
vary depending on a number of factors, including:

+ the patient’s medical history and functional ability
+ social factors

+ psychological aspects of treatment options.

49

ROYAL COLLEGE OF NURSING

For more detailed information on all subcutaneous
biologic therapies refer to their SPC and to the research
evidence set out in the reference section of the main
RCN guidance.

Criteria for patient selection

To select patients and carers for self-administration of
subcutaneous injections, you must ensure that the
patient:

+ fulfils the criteria for treatment of biologic

therapies*

+ consents to taking part in the educational

programme

+ gives their consent to treatment and to self-

administration of the drug (or administration by
nominated carer).

and that the patient or nominated carer:
§

+
+

is willing to administer injections
has the ability to administer injections

has the ability to store syringes/drugs safely
(including keeping equipment and drugs locked
away from children) and transport injections

understands the conditions of handling all the
equipment and how to deal with spillage, disposal of
sharps and waste while at home

can be provided with an effective and safe method of
collection and disposal of the drug and equipment

understands the factors to consider, and action to
take, when experiencing side effects

understands the importance of attendance for
follow-up and monitoring.

Reasons for exclusion

+ You, as a registered practitioner, believe the patient’s
condition necessitates withholding treatment. In
this circumstance, you should refer the patient to the

prescribing consultant rheumatologist.

+ The patient is unable to adhere to any of the
eligibility criteria.

If the patient fails in any of the treatment criteria, you
should liaise with the prescribing consultant and patient

to plan their treatment options.

* For more details of general screening and eligibility
criteria see Part 1, Section 1 of the main RCN guidance.
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Procedure

4+ A prescribing specialist formally requests and
prescribes the initial treatment, stating dose and
route of administration.

The patient meets the eligibility criteria to be
trained in self administration set out above, and
completes the training programme.

Once the patient has successfully completed the
programme, a letter is sent to the patient’s general
practitioner.

The patient is given access to a telephone advice line
service and emergency contact number.

If the patient/carer fails to meet the requirements for
self-administration, the specialist practitioner will
liaise with the prescribing rheumatologist to plan an
alternative for the patient’s care.

The training programme documentation

The documentation provided to nurses delivering
training should include:

Planning, training for, and delivering care (see below)
References

Plus:

Education package for patients and carers

Form: Requirements for home administration of
subcutaneous biologic therapies

Patient agreement form for home administration of
subcutaneous biologic therapies

Check list: Requirements for home administration of
subcutaneous biologic therapies

Patient consent form

Evidence of supervised practice by patient

Planning, training for and
delivering care

Outline of care

The consultant rheumatologist or specialist practitioner
will undertake a medical examination of the patient
prior to treatment and will ensure that they meet the
eligibility criteria for treatment according to the BSR
and relevant NICE criteria for treatment with biologic
therapies. In cases where the patient fails treatment
criteria but there are specific circumstances deemed
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necessary by the prescribing physician a specific request
for funding will need to be sanctioned by the
commissioner/funder who will determine whether to
fund the treatment. Such procedures need to be clearly
documented in the notes.

Eligible patients who wish to proceed with the
treatment may then commence the educational
programme. The specialist team should write formally
to the patient’s general practitioner requesting support
for the monitoring of treatment, subject to the patient
completing a successful educational programme.
Depending upon local service provision, the specialist
team may be responsible for ongoing management or
this may be shared with General Practitioners with a
Special Interest or an advanced specialist nurse
practitioner. Current service innovations may result in
different management approaches in providing on-
going support. The nurse/practitioner should advise the
patient on follow-up care and ensure that the patient is
aware of the treatment plan, including details of the first
point of contact in case of any queries or problems.

Support for patients at home

These specific home care packages will require co-
ordination with the specialist nurse team instigating
biologic treatments. See Home care services on page 48.

Planning care

Your aim is to ensure the patient can become competent
in the self-administration of subcutaneous injections, in
their own home. Once the patient (or carer) is
competent and stable, either you or the health care
organisation providing training within the community
setting, can arrange delivery of treatment and
equipment to their home. If you wish to instigate the
patient’s training programme within your specialist
unit, you must ensure adequate continuity of care by
ensuring adequate provision for delivery of the drug
therapy and equipment. This may mean transferring
ongoing deliveries to a health care organisation charged
to provide this service within the community.

The role of nurses in continuity of care include:

<+
+

providing education

obtaining informed consent as and when required
for treatments or change in treatments

assessing, administering and providing regular
follow-up care (including blood monitoring) and
screening for any adverse effects of treatment

data collection and completion of information for
the Biologics Register where required



+ telephone advice line support and ongoing
monitoring and disease assessment (RCN, 2006).

Training the patient or carer

Training of patients should be supported by an
educational training package for the patient, and where
appropriate allow the patient to review the different
administration packs so they can compare for
preference in injecting.

The number of practice sessions which need
supervision will vary for individual patients. You should
take into account the patient and carer’s learning needs
after discussion and assessment of their competence in
technique. This will be based upon a mutually agreed
educational package provided to the patient. The
number of training sessions to achieve competency will
be determined by you and the patient and will vary
from patient to patient and choice of drug delivery
system.

Ongoing management

Upon completion of a satisfactory training programme,
you should liaise with the home care organisation to
ensure they are adequately informed of the patient’s
progress.

The patient must have the following equipment:

4+ acool bag for collection of auto-injector, vial or pre-
filled syringes (for patients collecting their
medication)

sharps disposal bin

+
+ mediswabs
+ cotton wool balls
+

plasters.

The patient should be provided with:

4 the date and time of their next blood test and
outpatient appointment

+ advice on telephone contact (telephone advice line
and/or general practitioner services). For standards
of telephone support refer to the RCN guidance on
the use of telephone advice line services for long
term conditions (2006).

The pharmaceutical industry constantly strive to
improve the administration of the biologic therapy by
introducing modifications or new delivery devices, such
as introducing pre-filled syringes or auto-injectors.
Patients who are stable on a biologic drug who are
changing from one injection device to another should
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be offered additional support and training (Hiley et al.,
2008).

Patients who travel may also request a letter (from the
specialist team or independent organisation who
provide medications to them at home) to confirm the
need to carry needles and syringes with them whilst
travelling abroad. It is useful to develop a template that
can be used for such circumstances.

Suggested training materials for self administration of
biologic therapies are set out on page 52.

For additional information/guidance and pictures to
show your patients, refer to RCN Subcutaneous
methotrexate guidelines, (2004).
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Information for patients and carers: administering your own
injections of biologic therapies at home

Rheumatology department:

Patient’s name:

Make sure that these instructions are always nearby in
case you have any queries or problems.

Remember that you can telephone the rheumatology
specialist nurse on their advice line number.

Advice line telephone number:

An answerphone service will record calls whilst the
nurses are in clinic. A nurse will return your call as soon
as possible.

If the problem is more urgent, or it is out of normal
working hours, please telephone your own doctor. If the
health centre is closed there will be advice to tell you
how to access help out of hours.

Your doctor’s number:

Equipment

There are a number of different methods that can be
used to help you give yourself an injection. The package
containing your treatment will come with either:

+ syringes or needles for your injection, together with
small glass vials containing the medication you have
been prescribed

4+ apre-filled syringe or pre-filled pen that contains
your medication, or

4+ an auto-injector.

You must store this medication in the fridge, whatever
type of equipment it comes in. Along with your
medication, you will be sent detailed information about
how to store it. Please read this information carefully. If
you have queries, contact your specialist
nurse/practitioner or the company responsible for
delivering your injections to you at home.

The package usually contains:

+ alcohol wipes
+ cotton wool swabs (small pads of cotton wool)
+ plasters
+ asharps box for disposing of used needles and
syringes

information leaflet.

<+
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Information leaflets

The company providing your treatment has prepared a
patient information leaflet about how to inject yourself
using the treatment prescribed for you. This
information is included in the package containing your
injection and equipment. Please read the details
carefully. Your rheumatology department may also
provide extra information about your treatment.

Supplies of treatment and equipment

Make sure you know when and how your treatment will
be delivered to you at home. You also need to know how
the sharps box and other clinical waste will be disposed
of. Do not put the sharps box into the dustbin - used
needles and syringes are a hazard. The sharps box must
be disposed of safely and should be collected by your
home care team or delivered to the hospital or
community hospital.

How to give biologic therapies by subcutaneous
injection

(Subcutaneous means under the skin)

Getting ready

1. Don’t rush — make sure you have plenty of time. As
you get used to giving the injection, you will find it
much easier. Make sure that there are no
distractions, such as children or animals in the
room.

2. Wash your hands and dry them.

3. Take your injection pack or auto injector/pen from
the fridge. Put it on a clean, flat surface. You should
leave the auto-injector flash pen to reach room
temperature before injecting, this helps reduce the
risk of reactions.

4. If using vials of freeze-dried drugs, prepare them
according to the special information provided to you
in the drug packaging.

5. Take out the injection from its protective packaging.
The package should include (or you should have
available) an alcohol wipe, a cotton wool swab and a
plaster. Put them in a small polythene container.
Have sharps box close at hand.

6. Decide where you will put the injection - either
under the skin of your tummy or in the front of your



thigh. This is your injection site. Choose a different
side of your tummy or opposite thighs each time you
inject.

7. Read and check the label, dosage and expiry date on
the bottle. If the expiry date has passed, do not inject
the drug but contact your pharmacist or specialist
nurse/practitioner to arrange replacement supplies.

8. Clean the area of skin you are going to inject with an
alcohol wipe (mediswab). Allow a few seconds for
the skin to dry.

Giving the injection

1. Do not shake the syringe/auto injector or pen.

2. If the liquid in the syringe has particles or is not
clear, do not inject the fluid. Contact the pharmacy
or specialist nurse/practitioner about it.

Giving the injection using a syringe and needle

1. Remove the sheath from the needle. Make sure that
you do not touch any part of the needle while you
are preparing the injection.

2. Pinch the skin around the area you have wiped
clean. Insert the needle into the skin at 90 degrees
(pointing directly down onto the skin, at right angle
(90 degrees)). The needle is only half an inch (about
1.5cm) long, and will deliver the injection just below
the skin. Push the plunger gently all the way down,
then hold the syringe in that position for a couple of
seconds until you see all the fluid has left the
syringe.

Giving the injection using an auto-injector pen
1. Remove the cap(s) from the pen as instructed in
your packaging.

2. Pinch the skin around the area you have wiped
clean. Place the injection end of the auto injector
pen against the skin, at right angle (90 degrees)
pointing the injecting end straight down onto the
skin. Make sure you can see the small window on
the auto injector - it should be facing you. You need
to have the window facing you so you can see it
change colour when you have successfully given the
medication.

3. Push down on the plunger, or section of the device
as you have been instructed, to activate the
injection. Hold in position for a few seconds.
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After you’ve given the injection

1. Withdraw the needle and syringe/auto-injector/pen
and cover the injection site with a cotton wool swab.

2. After a few seconds remove the swab, and cover the
injection site with a plaster.

3. Do not put the cover back on the needle or tamper
with the auto injector pen, or you may prick
yourself. Just discard the syringe and needle into the
sharps box, along with the alcohol wipe and cotton
wool swab.

4. You may notice bleeding or bruising at the injection
site. Don’t worry, this happens when a small blood
vessel is punctured by a needle. If there’s bleeding,
apply a cotton wool swab and maintain gentle
pressure for a minute or two until bleeding stops.
The bleeding will soon stop and any bruising will
disappear.

5. Make a note of when your next injection will be due
- and ensure that you have enough of the treatment
available.

IMPORTANT NOTE: Do not put any of the equipment
you have used in your normal household rubbish. Use
the sharps box provided.

After care

If you experience a rash or discomfort around the
injection area: Sometimes when people receive a
subcutaneous injection, some of the injected fluid may
leak into the surrounding skin and cause irritation
around the injection area. This will normally settle in a
few days. If you have a severe rash or you are concerned,
seek advice from your specialist team.

If you notice irritation or redness in the injection area
that does not settle after three days, you should contact
your GP. They might prescribe a hydrocortisone cream
to stop the irritation.

If your carer accidentally pricks themselves with the
needle: If your carer gets a needle-stick injury after they
have given you the injection, they must make the injury
area bleed as much as possible while running it under a
cold tap for at least 10 minutes. It is advisable for them
to seek guidance from your GP’s surgery or telephone
advice line. You and your carer may need to answer a
few questions to help the doctor or nurse decide if any
treatment is needed.
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Patient agreement form for home administration of
subcutaneous biologic therapies

Name: Date:
You have been taught how to give your injections by the subcutaneous route.

On......e..... occasions you have given the injection under the supervision of the rheumatology nurses. They now
consider that you are competent to give these injections at home, using the techniques you have been taught. Before
this happens it is important to check that you are happy to do this and that you fully understand the procedure.

Please read the statements below and sign the appropriate box:

Yes Patient initials

1. | have been given written information on how to give injections

2. | have been given information about my treatment

3. 1 have a fridge at home where | can safely store the injections

4. Young children have access to my fridge at home

If you have answered yes to question 4, please answer question 5

5. | understand that | must keep the injections in the fridge and out of reach of young children

6. | can manage the syringe without difficulty

7.1 can show the areas where | can give injections

8. | am confident that | can give the injection subcutaneously (under the skin)

9. 1 know that | must safely dispose of the needle and syringe in the sharps box provided, and have
been advised on how to manage spillages

10. | know what to do if | have a problem

11. | understand how my sharps box and other waste material will be disposed of

12. | recognise my responsibilities in:
e reporting infections promptly, and

e attending for monitoring and follow-up care.
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Detailed guidance for screening and

managing TB

Evidence shows that there is an increased risk of
infections and emergence of latent TB in patients
receiving some biologic treatments, so it is essential that
practitioners ensure patients are thoroughly screened.
Many patients receiving biologic therapies have complex
chronic disease and will have received immuno-
suppressant therapies in the form of disease-modifying
drugs and steroids. They are also at risk from other co-
morbidity factors associated with their complex disease
and poor general health.

Ongoing observational studies, post marketing
surveillance and clinical trials (Dixon et al., 2008) have
identified that re-activation of latent TB needs to be
carefully considered for patients treated with anti-
TNFa, particularly as TNFa has a pivotal role in
containing bacilli within granulomatous lesions.
Patients receiving other non TNFa« biologic therapies
have already been subject to rigorous screening before
treatment. The evidence therefore needs to consider the
need for vigilance with all biologic therapies until
further research evidence is available. To date, however,
there have been no reports of TB in patients treated
with rituximab or anakinra.

Screening

If local trust or British Thoracic Society (BTS)
Guidelines are available, you should follow these when
screening patients. However, a brief outline is included
here to guide you in the principles of routine screening
for all patients before treatment with biologic therapies
is commenced.

All patients should be assessed for risk of TB by taking a
full patient history and reviewing the recent chest x-ray
and physical examination.

1. Detailed patient history:

4+ current respiratory symptoms
+ personal or close family history of TB

+ previous BCG vaccination, observe for evidence of a
scar. White patients born before 1942 will not have
been part of the routine BCG immunisation
programme. Patients from ethnic minority groups
should have been given BCG at birth if born in the
UK, or have been tuberculin tested and BCG
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vaccinated if negative, after arrival - but it is known
that coverage of these immunisation programmes
was not complete

place of birth. Has the patient lived outside the UK
for six months or more in an area with high
prevalence of TB (40/1000000pa: all countries, apart
from the current EU, Australia, New Zealand, USA
and Canada)?

identify patients who currently live in an area with
high prevalence of TB in the local community. For
guidance on local prevalence seek advice from the
local respiratory consultant.

2. Chest x-ray: patients should have had a chest x-ray as
close as possible to the proposed treatment start date,
and no longer than the last three months before
treatment. If they are currently experiencing persistent
respiratory symptoms, they need to be given a repeat
chest x-ray. This should be reviewed by the prescribing
physician.

3. Physical examination: this should include
examination of the chest, noting any abnormal clinical
signs. Report to the prescribing physician or member of
the medical team.

4. Tuberculin test (skin test): in the UK, this is normally
a Mantoux test. Skin testing should not be undertaken
on:

+ patients who have had previous treatment or
chemoprophylaxis for TB, have evidence that TB is

present or have x-ray evidence of TB scarring

patients who have been recently prescribed
immuno-suppressive therapy (< 2 months) such as
steroids, azathioprine, MTX, ciclosporin etc.

Note: False negative skin tests are common. Immuno-
suppression due to drug therapy, active inflammatory
disease or advancing years all weaken, or even abolish,
the skin test response to tuberculin.

T spot and QuantiferonTB Test (blood test)

Evidence suggests that T spot test is more sensitive to
picking up latent and active TB than the tuberculin skin
test. This test may not be available in all units and is
costly. In some circumstances, a cost-benefit analysis
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based upon the risks within the local population or
patient being screened may be helpful.

Quantiferon has not been specifically validated in the
inflammatory arthritis patient group. The same
principles of use apply to Quantiferon as to T spot, until
further guidance is published. (Refer for further
information to the BSR guidelines for the management
of biologic therapies, BSR, 2009).

High risk patients

Patients who have any of the high risk factors listed
below should be identified for review by the prescribing
physician. It may be appropriate to involve the local
chest physician for further assessment and
investigation:

+ current respiratory symptoms,
+ apersonal or close family history of TB
4+ lived in a community with a high prevalence of TB

+ anabnormal chest x-ray.

Treatment for TB

Anti-TNF« therapies

Patients with symptoms or radiological signs suggestive
of active TB must be investigated appropriately. If active
TB (i.e. tuberculosis disease) is diagnosed, then
treatment following the BTS Guidelines should be
started. In general, treatment with anti-TNFa« should be
delayed until prophylactic treatment is complete. Seek
guidance from a respiratory physician.

We suggest that treatment with biologic therapies for
inflammatory disease should be delayed until the
patient has received anti-TB treatment for two months

56

with monitored compliance. However, in cases where
patients have severe disease, a risk benefit analysis by
the prescribing physician should be undertaken.

If cultures for M. tuberculosis are available, antibiotic
susceptibility data should be known to ensure the
patient is receiving appropriate treatment. For patients
who may have been previously infected with TB, but
who do not have active TB at the time of assessment,
there is a risk that treatment with biologic therapies will
reactivate their tuberculosis infection. TB therapy
(chemoprophylaxis) can reduce the risk of reactivation.
However, the possibility of reactivation of TB has to be
balanced against the risks of morbidity and mortality
from the anti-TB drugs - risks which are increased in
the elderly (Saag et al., 2008).

Practitioners are advised to refer to the BTS website to
check for future updated guidance (www.brit-
thoracic.org.uk).

Rituximab

Although there is to no evidence to date of a risk of TB
or latent TB reactivation with rituximab patients, it is
important to note that patients currently receiving
rituximab are usually eligible for treatment because
they have failed anti-TNFa therapies and therefore will
already have been subject to pre-TB screening. Vigilance
in monitoring should be maintained for all biologic
therapies even when specific pre-treatment screening is
not required.

Information for patients

Patient information sheets on anti-TB therapy are
available on the BTS website (available in English,
Punjabi, Hindji, Gujerati, Somali, Turkish, Urdu and
Bengali) www.brit-thoracic.org.uk.
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Appendix 6

Eular Response Criteria

Chart to review level of response

Reduction of DAS28:
Current DAS28: Current DAS:
DAS28 < 3.2 DAS <2.4 good moderate none
3.2<DAS28<5.1 2.4 <DAS28<3.7 moderate moderate none
DAS28 > 5.1 DAS28 > 3.7 moderate none

Van Gestel et al. Arthritis Rheum. 1998;41(10):1845-50.
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Appendix 7

Business planning and resources

As a specialist practitioner, it is your responsibility to
ensure that appropriate resources are available to
provide safe and effective treatment in your unit. This
appendix highlights resource issues to help you identify
service needs in your area.

First, consider your current service and how well it
reflects national provision or similar units’ activity:

+ how many patients do you see, on a weekly or

annual basis?

+ how efficient is your scheduling of appointments?

what are the outcomes you measure to demonstrate
satisfaction, efficiency, and performance indicators?
Include patient reported outcome measures
(PROMs)

how accessible is the service for your population and
is the locality able to serve the population well?

is the service a cost effective one? How does your
service compare to other services locally, regionally
and nationally.

Planning for better service provision

Planning for improved/sufficient service provision
requires a clear and comprehensive understanding of
the practical issues in treating patients with biologic
therapies. You may need to review your services and
prepare a business plan in conjunction with your
managers and team.

Practitioners need to consider:

+ number of patients who will receive a biologic
therapy now and in the future. This will include a
needs analysis based upon the patient population
and unmet need/current provision

proportion of treatment that will be administered
via the subcutaneous or intravenous routes

current therapies available, but also the future
potential need to provide drug therapies pending
licence

figures which include year-on-year increases of
patients each year continuing treatment, as well as
those who will be receiving the drug therapy for the
first time

health policy and implications for potential changes
in service delivery e.g. reduction in in-patient bed
quotas
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an analysis of the ongoing follow-up service
requirements for patients receiving biologic
therapies and reviews (as pre-defined by NICE or
other regulatory criteria). In some units, follow-up
care is provided in the community (and by external
home care services)

the limitations or otherwise of current resources,
including outpatient facilities and day care units

the specialist staff skill mix required to deliver an
effective service. Ensure adequate medical support is
considered

the equipment needs to deliver an effective service

an economic analysis which includes the costs
related to delivering treatment in the current
service.

Note that if you are planning services which include the
care of children and young people, you should refer to
Part 2: Children and young people (page 34), which
highlights particular issues for this patient group.

Preparing your plan

In your plan, outline your planning considerations and
set out the future resource requirements in the context
of the local population needs. Then set out the practical
aspects of delivering the service: include how the
service will be routinely monitored and evaluated.
Factors to consider for inclusion are set out below 