Immunoglobulin (IV or SC) Usage - Full Clinical Guideline
Reference No.: CG-T/2012/108
For Paediatric Immunoglobulin request please refer to relevant trust
guideline
Aim
To ensure that Immunoglobulin prescribing in the Trust complies with the
directives from the Department of Health’s Demand Management Programme
for Immunoglobulin.
Purpose
To ensure that all medical staff in all clinical areas has easy access to guidelines
and are informed of the procedure when prescribing immunoglobulin within the
Trust. The guideline is to be used in conjunction with the Department of Health
clinical guidelines and demand management plan documents.
Introduction
Therapeutic immunoglobulin is a blood product which is used to treat patients
with a wide range of diseases. Due to global shortages and UK specific issues,
there has been concern about the availability of immunoglobulin to the NHS.
In May 2008, the Department of Health introduced a national Demand
Management Programme (DMP) to provide guidance on appropriate use of
immunoglobulin, to manage demand through more appropriate and consistent
prescribing and to ensure that supply is maintained for patients for whom
immunoglobulin is life-saving, regardless of geographical location. In 2011, this
guidance was updated with new dosing information and drug classification.
The national DMP incorporates a demand management plan and clinical
guidelines for immunoglobulin use, as well as an immunoglobulin treatment
database.
All documents can be accessed via www.igd.nhs.uk. The
programme also incorporates immunoglobulin referral forms, requirements for a
Trust Immunoglobulin Assessment Panel (IAP), and close liaison with
commissioners.
Indications for treatment
1. Refer to the clinical guidelines and demand management plan on the website
above to clarify the indication priority (red (high), blue (medium), grey & unlisted
(low) and black (not recommended)).
Clinical guidelines – although a large document, there is a clear contents page
which is useful for directing you to the different conditions where
immunoglobulin is used in each speciality. There is a summary table which
indicates the colour coding for your indication and also further information
stating the evidence and recommendations for the listed conditions.
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Demand management plan – a smaller document outlining the programme’s
background, objectives, definitions of colour coding, approval process, need for
immunoglobulin assessment panel, commissioning & funding.
2. The table of indications, as described by the Demand Management
Plan can be found in Appendix 1
3. Each indication is assigned a priority as follows:
 Red-high priority. Available at all times because of risk to life without
treatment.
 Blue- medium priority. Alternative treatments may be available. At
times of shortage restrict use in this group.
 Grey-low priority. Use to be considered on case-by-case basis by the
IAP
 Black-not recommended/not commissioned
4. Conditions not listed in the table, for which immunoglobulin treatment may
be considered, should be treated as grey indications.
5. For further details on the indications and associated evidence base,
please refer to the DH document, Clinical Guidelines for Immunoglobulin
Use and the Second Edition Update Clinical Guidelines for Immunoglobulin
Use.
6. Duration of treatment:



Short term treatment is classed as up to three doses of up to
2g/kg at appropriate intervals, with total treatment duration of no
greater than three months.
Long term treatment is any treatment with duration of longer than
three months.

Immunoglobulin Panel
1. The Immunoglobulin Assessment Panel (IAP) review and approve all
immunoglobulin use. The Panel’s decision whether or not to approve
immunoglobulin therapy will be based on the information provided on the
Immunoglobulin Request form, the National Clinical Guidelines, expert
knowledge of the condition, and a knowledge of locally available supplies of
immunoglobulin products. The Panel consists of consultants from relevant
specialities, clinical pharmacists and Commissioners or their representatives.
2. The Panel will review all new requests for IVIg as a standing agenda item.
3. Red and Blue indications will be reviewed retrospectively. Treatment may be
commenced in advance of the Panel meeting. The Pharmacist for IVIG will
compile the list of new patients and indications for each Panel meeting.
4. Grey indications include two categories:
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Conditions with limited evidence of efficacy- the Immunoglobulin
Panel must approve the request before treatment is commenced.
See appendix 3 for the application form.
Final agreement for
funding for these indications will also need to be sought from the
Area Team at NHS England.
Conditions with little or no evidence of efficacy- an
Individual Funding Request (IFR) to NHS England is required
before treatment is commenced.

5.
Black indications require an IFR to NHS England before treatment is
commenced.
6. If treatment is required urgently before the Panel is due to meet, the
application form must be sent by email for approval by the IAP. The Panel
will review this request on an ad-hoc basis.
7. Patients who receive IVIG for any indication should have a follow up
outcome form completed and returned to pharmacy for uploading to the
national database
8. For patients on long-term immunoglobulins for any indication, the follow up
form is required every year the patient is receiving treatment. The IAP should
review this information at each meeting. It is the responsibility of the IAP to
identify any missing follow up forms and ensure this is completed by the
treating clinician.

Prescribing of immunoglobulins
1.
Prior to prescribing, the requesting clinician should complete the
immunoglobulin request form found in appendix two and send this over the
either the ward pharmacist in hours or the out of hours pharmacist. All
sections of the request form (including patient weight) must be completed
prior to supply being made.
2.
The pharmacist should review the request form ensuring the accuracy of
the information recorded. The pharmacist should ensure the indication is
approved for use prior to supplying any immunoglobulins. Any red or blue
indications can be supplied automatically. Any indications listed as grey, black
or not listed on the guideline should be referred to the IAP before a supply is
made.
3.
For inpatient areas using EPMA, IVIG should be prescribed on EPMA with
a reference to ‘see infusion protocol’. The indication has to be completed on
EPMA prior to prescribing.
4.
For outpatient/day case areas, IVIG will be prescribed using the usual
outpatient paper drug charts.
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Dosing of immunoglobulins
1. The standard immunomodulatory dose is 2g/kg. This is usually divided into 5
daily infusions of 0.4g/kg.
2. Some physicians prefer to use two daily doses of 1g/kg each.
3. For specific dosing information for each indication, please refer to the tables
within the DH Second Edition Update Clinical Guidelines for Immunoglobulin
Use.
4. For patients with BMI ≥30 kg/m2 or if actual weight >20% more than IBW,
prescribers should consider using adjusted-bodyweight dosing of
immunoglobulin.
5. In patients on long term immunomodulatory doses, reasonable attempts
should be made to reduce the dose, by increasing the dose interval or by using a
reduced dose, or both.
6. To minimize the amount of IVIG used in individual treatments, rounding down
IVIG dose to the nearest whole vial (adults) is recommended. Where the dose
would be less than one vial in children, IVIG dose should be rounded up to a
whole vial of the most appropriate size.

IVIG Preparations
1. The preparations in use at DTHFT are Iqymune (1st line), Octagam and
Intratect. Other product may be available but discussions must be had with
pharmacy prior to prescribing.
2. For patients on long term treatment, the same brand must be
maintained throughout treatment.
3. Switching IVIg products should only be done with the clinician's approval.
Patients established on one preparation may need to be changed to another
during periods of non-availability of their usual brand. This is unavoidable.
However, caution should be exercised when patients are switched from one
IVIG preparation to another, as there may be an increased risk of adverse
reactions. If an alternative product must be given to a patient on chronic
therapy, it is usually prudent to use slow infusion rates and monitor the patient
closely. Also, if side effects occur, a reduction in the infusion rate may
minimise side effects
4. For patients commencing new therapy the brand of IVIG will be dispensed by
pharmacy according to stock availability and acquisition cost. Where possible
the 10% strength will be issued. Once a patient has started treatment they will
be maintained on that brand. Patients who are transferred from other
hospitals established on a brand will be maintained on that brand.
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Administration of IVIG
1.

2.

Prior to administration of IVIG, assess that the patient is fit to proceed
with treatment and perform baseline observations of:
 Temperature
 Pulse
 Respiration rate
 Blood Pressure
 Weight
Cannulate the patient as per DTHFT policy.

3.

IVIG can be administered peripherally or centrally. It should be infused
via a separate line and should not be mixed with other IV fluids or
medication.

4.

Check that the named product to be used corresponds to that on the
prescription and the bottle and is the correct brand for the patient.

5.

Check the product, dose, batch number and expiry date of the
product. Ensure the product is homogeneous. Do not use if a nonhomogeneous solution, or a deposit can be seen.

6.

Ensure that if pre-medication is required, it is prescribed and
administered (only usually required if there has been a previous adverse
reaction)

7.

Ensure the product is at room temperature. If the product is stored in
the fridge, ensure it is removed from the fridge at least 30 minutes prior to
administration.

8.

Pharmacy will supply an infusion chart which each supply of IVIG
Ensure the patient name and details are correct on the infusion chart prior
to starting administration. At each rate change ensure appropriate
documentation has been completed.

9.

Infuse product from its container. No further reconstitution is required.

10.

It is recommended that administration should begin immediately after
piercing the cap.

11.

Flush line with either sodium chloride 0.9% or glucose 5% after use

Management of adverse reactions
1.

Adverse reactions to IVIG are uncommon.

2.

Acute reactions occur during the infusion or shortly after
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Delayed reactions occur 24 – 48 hours after the infusion

3.
4.

Most common causes of adverse reactions are due to administering
IVIG when there is an untreated bacterial infection and infusion at the
incorrect rate

5.

Risk of adverse reactions can be minimised by adhering to the
prescribed rate

6.

Rarely IVIG may cause a sudden fall in blood pressure and, in isolated
cases, anaphylactic shock, even when the patient has shown no
hypersensitivity to previous administration

7.

If a reaction does occur, refer to the following advice:

Symptoms
MILD reaction

Action

Headache

Slow or stop infusion

Light headedness

Give paracetamol for fever/headaches

Fever, shivers or sweating

Restart infusion as per
symptoms have resolved

protocol when

Nausea, vomiting
Generalised aches and pains

If symptoms persist, stop the infusion and
seek medical advice

Irritability

MODERATE/SEVERE reaction
Stop infusion
Severe headache Nausea
Call for medical help
and vomiting
Inform senior nurse
Wheezing/difficulty breathing
If necessary, administer supportive drugs
Chest/loin pain
Itching, nettle rash, hives
Loss of consciousness

Hydrocortisone IV
Chlorphenamine IV
Salbutamol
Anaphylaxis/Crash box should be available
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Request for Immunoglobulin (Ig)
Refer to immunoglobulin procedure on Trust Intranet
and immunoglobulin clinical guidelines on the website
www.igd.nhs.uk


Indication is GREY or BLACK in the
Clinical Guidelines

What is the colour code for the indication?





Indication is RED or BLUE in the Clinical
Guidelines





Complete an Ig request form

Complete an Ig request form
Prescribe immunoglobulin.
Contact pharmacy for supply.
Give IVIG.

Discuss with divisional lead pharmacist.
Requesting consultant to discuss with
chair of immunoglobulin assessment
panel.
Request to be reviewed by
immunoglobulin assessment panel.





Give completed forms to a ward
pharmacist within 48hr.
Patients consultant to complete
immunoglobulin efficacy form.

Panel Decision





Not Approved

Panel Approved

Not approved by NHS E

Clinician informed
Pharmacy informed
Decision logged on the
National Database

Clinician Informed
Pharmacy Informed
Decision logged on the
National Database
Refer to NHSE for approval

Clinician Informed
Pharmacy Informed
Decision logged on Database




Approved by NHS E.
Prescribe Ig. Contact
pharmacy for supply.



Give completed forms to divisional lead
pharmacist within 48hr.
Patients consultant to complete
immunoglobulin efficacy form.

All patients are required to have an outcome and a follow up form completed after receiving treatment with IVIg
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Appendix 1: Indications for Treatment -Adapted from DH Second Edition Update Clinical Guidelines for Immunoglobulin Use
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Appendix 2: immunoglobulin request form
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Appendix 3: Application to Immunoglobulins Panel for Grey
Indications with limited evidence (not IFR)
Patient Name
Hospital/NHS number
Date of Birth
Indication for Treatment
Intended dose
and schedule
Intended duration of
treatment
Reason for request (why
alternative treatment is
not
appropriate)

Intended monitoring
process
(NB annual efficacy
monitoring must be
entered
into the
immunoglobulin
Requesting
database) Consultant
Urgency of request
Request to be submitted to the Trust Immunoglobulins Panel
Approved by Immunoglobulins Panel Yes/No Date……………………………….
Approved by Area Team Yes/No

Date………………………………..
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