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Policy and procedure 

Immunoglobulins: Intravenous immunoglobulin (IVIG) 
and subcutaneous immunoglobulin (SCIG) 

Key messages 

 All immunoglobulin treatment requires consent, clinical and financial approval and a 
completed Immunoglobulin Request Form before commencing treatment. 

 Consent all patients to treatment. Consent forms are available on Merlin; 
immunomodulatory consent | immunoreplacement consent 

 The Immunoglobulin Requisition Form outlines for which indications panel approval is 
required and if out of hours treatment is permitted. 

 All prescribing must abide by the restrictions and obligations in the Guidelines for 
Immunoglobulin Treatment. 

 Clinical approval is automatic for a limited range of indications.  All other treatment 
requests require approval from the virtual clinical panel ivig@addenbrookes.nhs.uk.  
The panel will advise if financial approval is required. 

 Inform all patients on long-term treatment with immunoglobulins that 1) in times of 
national shortage IVIG/ SCIG may not be available resulting in delays to treatment or 
for alternatives treatments to be considered, 2) all long-term treatment is subject to 
periodic review by a clinical panel.  If treatment is insufficiently effective or where 
suitable alternative treatments exist, immunoglobulin therapy may be withdrawn. 

 Complete an Immunoglobulin Request Form for every new patient, for existing patients 
with revised/ new indications, for IVIG to SCIG switches, for transfer to home care and 
where there has been a hiatus in treatment with IVIG/ SCIG. 

 All prescribing of immunoglobulins must be by brand, using dedicated Epic records or 
therapy plans, or on the dedicated IVIG prescription chart. 

 DDW (dose determining weight) is applied standardly to all immunomodulation 
indications.  Immunoreplacement may commence on actual body weight.  The DDW 
formula is contained in Epic and on treatment request forms. 

 Record the batch number for all immunoglobulins administered. Prescribe vials 
individually to facilitate batch matching. 

 All patients treated with IVIG require an assessment of the efficacy of treatment 
documented in Epic, and submitted on request to the East of England Immunoglobulin 
Assessment Panel. 

1 Scope 

Trust-wide: for doctors, nurses and pharmacists across the Trust involved in the 
prescribing, supply, administration and monitoring of immunoglobulin therapy. 

http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=21295
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=19524
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=20499
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=21295
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18390
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18390
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=21295
mailto:ivig@addenbrookes.nhs.uk
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=21295
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=21331
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2 Purpose 

 To ensure appropriate, evidence-based use of immunoglobulins. 

 To maintain safeguarding of patients. 

 To ensure proper procedures are followed for approval and for reviews of 
response to therapy. 

 To describe the responsibilities of all staff involved in immunoglobulin 
prescribing, supply or administration and the monitoring of response to 
therapy. 

3 Introduction 

The use of ‘normal’ or polyvalent immunoglobulins in the NHS in England is 
controlled by three national documents: 

1. The NHS England Updated Commissioning Guidance for the use of 
therapeutic immunoglobulin (Ig) in immunology, haematology, neurology 
and infectious diseases in England (Dec 2018). 

2. The Department of Health clinical guidelines for immunoglobulin use – 2nd 
edition as updated 2011.  

3. The NHS Demand Management Programme for Immunoglobulin 
 
The NHS England Commissioning Guidance is the document which controls 
standards for immunology, haematology, neurology and infectious diseases 
indications only.  As such this document supersedes the DH clinical guidelines 
(2nd ed. update 2011) for these indications.   
 
For indications not covered in the NHS England Commissioning Guidance 
(2018), the DH clinical guidelines remain the reference document for these 
indications until further extensions to the NHS England commissioning guidance 
are published.  
 
The Demand Management Programme provides advice to NHS organisations in 
the event of a national shortage of immunoglobulins where rationing of 
immunoglobulins is necessary.  It provides advice on prioritisation for selected 
patient groups based on the greatest evidence for efficacy and avoidance of 
harm.  The Demand Management Programme is not continually in effect.  If 
required it will be brought into effect nationally by NHS England (with NHS 
Scotland and NHS Wales). 
 
Immunoglobulin therapy is also subject to rolling iterations of a Commissioning 
for Quality and Innovation (CQUIN) framework. The appropriate management of 
immunoglobulin protects patients most at need of therapy and may also attract 
additional payment to the Trust which is needed to maintain services for patients 
who require immunoglobulins. There are up to 15 domains linked to the CQUIN 
framework. Adherence with this policy and procedure is essential to maintain 
essential standards with immunoglobulin therapy. 
 
This policy and procedure supports the implementation and operation of this 
national programme and adherence to the CQUIN framework. 

https://www.england.nhs.uk/wp-content/uploads/2019/03/PSS9-Immunoglobulin-Commissioning-Guidance-CQUIN-1920.pdf
http://www.ivig.nhs.uk/clinicinfo.html
http://www.ivig.nhs.uk/


Pharmacy department 

 

 

Cambridge University Hospitals NHS Foundation Trust Page 3 of 40 

IVIG including SCIG policy and procedure 
Version 16; Approved June 2019 

4 Definitions 

4.1 ABW – actual body weight  

The measured (or actual) body weight which is used in the DDW formula, or 

directly for the dosing of immunoglobulins in replacement therapy only – i.e. 
primary or secondary immunoglobulin deficiency. 
 

4.2 DDW – the dose determining weight 

The DDW is an abstract weight calculated using a formula and based on the 
measured height and weight of the patient.  This weight is used for dosing of 
immunoglobulins. 

4.3 IBW – the ideal body weight 

An artificial weight calculated from the height and weight, used in the DDW 
formula.  This weight is not used directly for the dosing of immunoglobulins. 

4.4 Ig – the umbrella-term for immunoglobulins 

In this context, Ig specifically refers to licensed medical products in the UK 
suitable for intravenous (IVIG) or subcutaneous use (SCIG). 

4.5 IgG – immunoglobulin type G 

This form of immunoglobulin is the principle component of medicinal 

immunoglobulins.  Branded ‘normal’ immunoglobulins are typically >99% 
IgG. 

4.6 IVIG – intravenous human normal immunoglobulin 

This definition excludes disease-specific immunoglobulin (also called 
hyperimmune globulins) and those supplied under the auspices of the Health 
Protection Agency. 

4.7 SCIG – subcutaneous human normal immunoglobulin 

This definition excludes disease-specific immunoglobulin (also called 
hyperimmune globulins) and those supplied under the auspices of Public Health 
England. 

4.8 Immunoglobulin Assessment Panel and EOEIAP 

Cambridge University Hospitals is the host for the East of England 
Immunoglobulin Assessment Panel (EOEIAP) and also continues to operate a 
local virtual panel for the review of patients under the care of the Trust.   
 
The panel assesses applications for treatment with immunoglobulins in line with 
national priorities, national clinical guidelines and regional (East of England) 
strategies.  The EOEIAP is responsible to the medical directors of the 14 NHS 
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Trusts in the East of England and to NHS England.  Reports are also sent to the 
Joint Drug and Therapeutics Committee (JDTC). Members are named in 
appendix 2. 

4.9 CQUIN 

The Commissioning for Quality and Innovation system was introduced in 2009 to 
make a proportion of the healthcare provider’s income conditional on 
demonstrating improvements in quality and innovation in specified areas of care. 
CQUIN frameworks are written and introduced intermittently for target areas. 

4.10 IFR 

Individual funding request. For certain listed high cost medicines, where 
arrangements are in place for NHS England [or sometimes the appropriate 
clinical commissioning group (CCG)] to reimburse the cost of therapy, certain 
criteria need to be met for funding. Where these criteria are not met, an IFR form 
needs to be completed stating why treatment is exceptional and why the 
requested therapy is needed. These forms are submitted and their progress 
tracked through our commissioning team. 

5 Policy 

The Trust is committed to the NHS England commissioning guideline for 
immunoglobulin, the DH clinical guidelines for immunoglobulin use and the 
Demand Management Programme for Immunoglobulin. These documents 
outline in detail: 

 Minimum clinical criteria to be met per indication before immunoglobulin 
therapy may be considered 

 Exclusion criteria where immunoglobulins would not be indicated. 

 Position of immunoglobulins against other potentially effective treatments. 

 The recommended dose – which differs – per indication. 

 The clinical outcomes that must be measured and reported per indication. 
And also: 

 The role of the Immunoglobulin Assessment Panel 

 Resource prioritisation in the event of a national shortage of 
immunoglobulins. 
 

See http://www.ivig.nhs.uk/ for the latest document versions. 
 
The prescribing of immunoglobulins, in line with the national guidelines, will be 
monitored and, where appropriate, authorised by the East of England IAP. See 
appendix 2 for the East of England IAP panel membership list. 

6 Consent and patient data management 

As IVIG is a blood product, and for compliance with the Data Protection 
Act 1998, patients receiving immunoglobulin therapy must: 

http://www.ivig.nhs.uk/
http://www.ivig.nhs.uk/
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 Give consent for treatment with a medicine derived from blood and be 
warned of the potential associated risks 

 Be informed that their demographic details will be entered into the 
national immunoglobulin database as part of the treatment programme 

 For a list of demographic data and other details recorded, 
please refer to appendix 10. 

 Be informed that an NHS clinical panel based in the East of England may 
periodically review the treatment offered and provide advice on the 
continuation of immunoglobulin treatment based on patient data. 

 

Batch numbers for all immunoglobulin 1) administered must be recorded for 
each patient via Epic, 2) supplied by homecare suppliers acting on instruction 
from the Trust.  If a patient is under the care of CUH but receives infusions at 
another hospital, it is the responsibility of the other hospital to record batch 
numbers for that patient.  All batch number information must be populated into 
the national immunoglobulin database. 

7 Responsibilities 

Responsibilities below are in addition to those specified in: 
 

 Administration of medicines policy and procedure and 

 Prescribing of medicines policy and procedure 

7.1 All staff 

All staff prescribing, dispensing or administering medicines have a responsibility 
to ensure they have relevant competence. 

7.2 Prescribers 

All requests for IVIG/SCIG will originate from specialised hospital consultants or 
their specialist registrars with direct medical responsibility for the recipient in (or 
via) secondary care. 
 
All prescribers of IVIG/SCIG must prescribe immunoglobulins within the 
prescribing restrictions, dosing limitations, approvals process, in accordance 
with decisions taken by the EOEIAP, and in line with the Demand Management 
Programme or EOEIAP recommendations in times of supply shortage. 
 
Additional information for neurology indications is included in the department-
specific 
Protocol - introduction and monitoring of intravenous immunoglobulin treatment 
for inflammatory nerve and muscle disease. 
 
Additional clinical, departmental or condition specific protocols which include the 
use of IVIG therapy include: 

http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18358
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18366
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=20501
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=20501
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 Guideline: management of cytomegalovirus (CMV) infection in solid organ 
transplant recipients 

 Protocol: viral screening, prophylaxis and treatment – for haematology 
patients 
 

Table 1: summary of responsibilities 
 

Class I 
indications 
(includes 
most former 
RED 
indications) 

 Short-term (<3/12) indications only  

 No alternative treatment is possible or available 

 Life/limb threatening or patient may incur harm if treatment is 
delayed. 

 Patients must be assessed as meeting set clinical criteria 
o See immunoglobulin treatment guidelines 

 EOEIAP approval is not required for initial treatment.   
o CUH consultant specialist in the field of medicine for the 

indication permitted to approve.   
o EOEIAP requires notification of treatment 
o EOEIAP approval is required for re-treatment. 

 Out of hours treatment permitted for specified life/limb threatening 
indications 

 During shortages – to be available at all times because of risk to life 
or high likelihood of harm. 

 Response to treatment must be assessed against criteria, 
documented and made available to EOEIAP as required. 

Class II 
indications. 
(includes 
most former 
Blue 
indications) 

 Long-term treatment or indications where alternative treatment 
is possible, but evidence supports efficacy of 
immunoglobulins 

 Risk of harm from a short delay of access to treatment is low. 

 Proposal to treat must originate from the treating consultant / 
consultant specialist in the field of medicine for the indication. 

 Patients must be assessed as meeting set treatment criteria. 
o See immunoglobulin treatment guidelines 

 Clinical approval from EOEIAP is required.  EOEIAP MDTs may be 
used (immunology or neurology IAP MDT). 

 Treatment to be assessed against alternative treatment modalities 
and for long-term treatment plan. 

o Applications to IVIG@addenbrookes.nhs.uk 

 Out of hours treatment is not permitted. 

 During shortages – use should be reviewed / modified in times of 
national shortage (e.g. dose reductions, alternative treatment). 

 Short-term / long-term response to treatment must be assessed 
against criteria, documented and made available to EOEIAP as 
required. 

http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=20970
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=20970
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=20742
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18390
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18390
mailto:IVIG@addenbrookes.nhs.uk
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Class III 
Indications 
with limited 
evidence 
for efficacy 
(select Grey 
indications) 

 Indications with LIMITED evidence for efficacy not covered by 
the NHS England (2018) commissioning guidance which 
remain funded pending further advice from NHS England. 

 Proposal to treat must originate from the treating consultant / 
consultant specialist in the field of medicine for the indication. 

 Applications to EOEIAP on a case-by-case basis only, prioritised 
against other competing demands.  East of England IAP panel 
consensus approval required.   

o Applications to IVIG@addenbrookes.nhs.uk 

 Out of hours treatment is not permitted. 

 During shortages – use should be reviewed / modified in times of 
national shortage (e.g. dose reductions, alternative treatment). 

 Short-term and long-term response to treatment must be assessed 
and reported to East of England IAP meetings 

 Clinical criteria to monitor treatment efficacy are required (as 
agreed by EOEIAP). 

Class IV 
indications 
(select Grey 
and unlisted 
indications) 

 Indications with LITTLE or NO evidence for efficacy or 
‘unlisted’ indications.  These indications are not covered by 
the NHS England (2018) commissioning guidance and 
additional funding approval must be secured prior to 
treatment. 

 Proposal to treat must originate from the treating consultant / 
consultant specialist in the field of medicine for the indication.  A 
second opinion from a consultant within the same specialism is 
preferred where available. 

 Uncommissioned indications require NHS England funding 
approval or internal funding arrangement prior to treatment* 

 Out of hours treatment is not permitted. 

 During shortages – use should be reviewed / modified in times of 
national shortage (e.g. dose reductions, alternative treatment). 

 Short-term and long-term response to treatment must be assessed 
and reported to East of England IAP meetings 

 Clinical criteria to monitor treatment efficacy are required (as 
agreed by EOEIAP). 

Class V 
indications 
with 
evidence 
disproving 
efficacy 
(formerly 
Black 
indications) 

 Applications automatically rejected 

 Not recommended for use 

 
* As of December 2015, GREY immune-mediated indications for 
immunoglobulin therapy described as having ‘limited evidence of 
immunoglobulin therapy’ (Class III) will be funded by NHS England without the 
need for the submission of an IFR providing: 

 The East of England IAP panel have approved treatment 

 The patient meets the criteria for treatment, as required for East of 
England IAP panel approval 

mailto:IVIG@addenbrookes.nhs.uk
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 The proposed dose is in accordance with best practice, as per the 
national clinical guidelines, or as per East of England IAP panel approval. 

 
GREY indications listed in the ‘little or no evidence of efficacy’ (Class IV) are 
categorised as presumed immune-mediated and will require the submission of 
IFR paperwork. 
 
All prescribers of IVIG/SCIG are expected to: 

 Complete an Immunoglobulin Request Form for each patient prior to 
prescribing. 

 Obtain appropriate clinical (via EOEIAP as appropriate) and financial 
approval prior to prescribing. 

 Gain consent from patients prior to treatment (dedicated form): 

o for all medium to long-term treatments 

o for all short-term treatments where this is possible.   
 If this is not possible at the time of treatment, this should be 

recorded in the patient notes, and the patient should be 
retrospectively consented where possible once mental 
capacity is regained: 

 immunomodulatory consent 

 immunoreplacement consent 

 Prescribe IVIG: 

o Using Epic (a dedicated therapy plan or brand specific individual 
orders).  In the event that Epic is not available, a dedicated IVIG 
prescription chart is available via the Pharmacy pages on Connect.   

 Other plans such as oncology therapy plans must not be 
used for the prescribing of immunoglobulins. 

o Using the DDW formula for all immunomodulatory indications, 
rounding the total dose down to the nearest 5g. 

 excepting the prescribing caveats for small stature 
(<154cm), low weight (<60kg) or where IBW exceeds ABW. 

o Using whole vial sizes – standardly 20g, 10g and 5g – adjusting 
the daily dose accordingly, and using “Linked Orders” in Epic. 

o In accordance with the dosing schedules in the Immunoglobulin 
Request Form indications page, on the prescription chart or 
appendix 3 of this policy 

 Obtain EAST OF ENGLAND IAP approval for any intended doses of 
greater than 2g/kg/course. 

 Review all short-term treatments for efficacy in ≤3 months 

 Review all long-term / chronic treatments for ongoing efficacy at least 
annually 

 Complete follow-up requests made by the East of England IAP and as 
mandated by the demand management programme 

http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=21295
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=19524
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=20499
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=21331
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=21331
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 Report any significant adverse drug reactions to immunoglobulin therapy 
to pharmacy, to immunology or by completing a Safety Learning Report. 

 

7.3 Pharmacy – supply process 

The responsibilities of the pharmacy department are to: 

 check that treatment requisition forms for IVIG/SCIG contain 

o a clear indication for treatment 

o height, weight (appropriately recent) and gender 

o the intended dose is in line with patient specific EOEIAP approval 
(where required) or the stated dose for the indication in; 

i) Immunoglobulin Request Form, ii) Immunoglobulin Treatment 
Guidelines.  

o the accurately completed dose determining weight calculation 
unless meets exclusion criteria or replacement dosing 

o the total dose is appropriately rounded down and spread over the 
intended number of days treatment. 

o all required data (no blanks) 

o pharmacist clinical assessment 

 the indications page contains details of variant dosing 
schedules 

o the intended dosing schedule is completed - stated either as; 

 [x] grams per day for [x] day(s) 

 [x] grams per [x] weeks 

 total [x] grams over [x] day(s) 

 record your clinical check: 

o sign for the clinical check of a prescription on the prescription chart 

o if appropriate, create an Epic progress note outlining the details of 
your check 

 Ensure the prescription is correct for: 

o Brand of immunoglobulin prescribed is in line with formulary 

o Vial sizes. In order to record a batch number against every vial 
supplied, every prescription must be in multiples of whole vial 
sizes. These should be in linked orders (using AND with off-set 
starting dates where appropriate). If a vial size is unavailable, eg 
10g Privigen, rather than supplying 2x5g, a new prescription for 5g 
vials must be written in order to capture all batch numbers. Use the 
Epic pending prescription facility as appropriate. 

 For repeat supplies, before making a supply 

http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=21295
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18390
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18390
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o Check that the patient is registered with the Trust (only registered 
patients should receive IVIG/ SCIG) 

 check for scanned registration forms in: 

\\coreservices\pharmacy\  
 personal folders\clinical services\Ig_scans 

o Check if the indication is short term or long term 

 Short term patients are either treated for one or two courses 
or for up to three months depending on the indication. 
Check in the Immunoglobulin Treatment Guidelines for dose 
and permitted duration of treatment. Obtain a new 
requisition form for treatment that exceeds the threshold for 
the indication.  

 Long-term courses can continue to be supplied providing 
there has not been a hiatus in treatment (e.g. >3 months in 
a patient usually treated every 6 weeks). 

7.4 Pharmacy – governance control 

 Ensure prompt patient registration on the national database for forms 
received 

 Ensure all supplied / administered batch numbers are recorded for 
individual recipients on the national database 

 Ensure all changes in treatment plan – including dose, route of 
administration, place of treatment – are updated in a timely manner on 
the national database 

 Ensure high levels of data quality with national database dashboard and 
CQUIN reports 

 Assist prescribers in compliance with the policy. 

8 Obtaining approval from the East of England IAP panel 

8.1 Pathway for clinical approval 

Approved indications for treatment are outlined in appendix 3. 
 
A visual flowchart of the pathway to obtain clinical approval for all indications is 
available in appendix 4. Further restrictions also apply as detailed in the rest of 
this section, below. 
 
Unless stated otherwise at the time of approval, East of England IAP panel 
approval is valid until the first of the following outcomes reached: 

 Completion of the immunoglobulin treatment at the agreed dose and 
duration – as specified in the email approval from the panel.  

 spontaneous recovery without treatment 

 two months from the date of decision if treatment has not yet 
commenced. 

file://///coreservices/pharmacy/personal%20folders/clinical%20services/Ig_scans
file://///coreservices/pharmacy/personal%20folders/clinical%20services/Ig_scans
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18390
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Applications made by email to the virtual EOEIAP should be may be sent to 
either: 

ivig@addenbrookes.nhs.uk or 

add-tr.iap-eastofengland@nhs.net 

 
The subject line of the email should include: 

 patient’s initials 

 patient’s hospital (CUH only) or NHS number 
 
The body of the email should contain the following details: 

 patient’s name 

 patient’s hospital/ NHS number 

 summary of clinical history 

 justification for IVIG use 

 alternative treatments tried (or reasons these are prohibited) 

 a summary of the evidence for efficacy of IVIG for this indication 

8.2 Class I indications 

Short term indications where delays to treatment may result in harm.  
Emergency & life-limb threatening indications. 
 
Approval for treatment is delegated to the treating consultant / specialist 
consultant for the indication to be treated.   

e.g. a dermatologist for toxic epidermal necrolysis, or ICU consultant or 
microbiologist for Staphylococcal or streptococcal toxic shock syndrome. 

 
East of England IAP panel approval is required only in one of two circumstances 
1) if the intended dose exceeds the stated dose for the indication;  

e.g. >1.0g/kg for ITP, or any doses greater than 2g/kg. 
 
2) if retreatment is required in a timeframe shorter than specified in the 
Immunoglobulin Treatment Guidelines. 
 e.g. ITP – 2nd 1g/kg in <5 days. 
 
Financial approval is not required.  These are commissioned indications. 
 
Out of hours treatment is permitted. 
 
High priority during national shortage. 

8.3 Class II indications 

Long-term indications where use of immunoglobulins is established.  
Alternative treatments may be available.  Delays of 24-72 hours are 
unlikely to affect disease trajectory. 
 

mailto:ivig@addenbrookes.nhs.uk
mailto:add-tr.iap-eastofengland@nhs.net
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East of England IAP clinical approval is required.  This may be obtained by any 
of the following mechanisms: 

i. Apply to the local virtual panel – ivig@addenbrookes.nhs.uk 
ii. Apply to the regional virtual panel – add-tr.iap-eastofengland@nhs.net 
iii. Refer the patient to the relevant IAP MDT.  There are neurology and 

immunology IAP MDT meetings presently (June 2019). 
iv. Refer to the patient to an individual EOEIAP panel member for 

assessment.  Panel members within the same speciality may approve 
treatment for Class II indications as individuals (but not Class III / grey 
indications).  A consensus panel decision is required by members from 
another speciality. 

 
Financial approval is not required.  These are commissioned indications. 
 
The need for out of hours treatment is not anticipated1 
 
In times of shortage, treatments must be considered against potentially viable 
alternatives where these exist, or the dosage of immunoglobulins may need to 
be reduced. 

 
Patients referred directly to an East of England IAP panel member for 
immunoglobulin therapy management are permitted to be recorded as approved 
by the referring physician and the East of England IAP panel member. 

e.g. haemato-oncology patients referred to immunology for the management 
of secondary antibody deficiency. 

 
East of England IAP panel members cannot otherwise approve their own 
treatments. 

8.4 Class III and Class IV / Grey indications 

Only email applications to the EOEIAP are accepted for Class III or IV / ‘Grey’ or 
‘unlisted’ indications.  A consensus opinion is required from the EOEIAP.  A 
complete application with medical literature evidence review and clinical details 
is required.  East of England IAP panel members may not approve their own 
treatments. 
 
Financial approval (IFR or local arrangement) is required for unlisted indications 
and those grey indications listed as uncommissioned in the DH clinical 
guidelines for immunoglobulins (2011) – Class IV indications. 
 
The need for out of hours treatment is not anticipated.  Where a patient 
trajectory suggests immunoglobulin treatment may be necessary, treatment 
approval may be sought in advance contingent on certain clinical criteria being 
met. 
 

                                       
1
 In cases of emergency where no East of England IAP panel member is available and 

treatment is perceived to be required urgently, a consultant expert in the condition to be 

treated should be consulted for approval. Retrospective East of England IAP panel approval 

must still be sought. Approval may be given verbally.  Pharmacy must only supply sufficient 

until the next working day. 

mailto:ivig@addenbrookes.nhs.uk
mailto:add-tr.iap-eastofengland@nhs.net
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Treatment must not proceed until funding approval is confirmed. 
 
These indications will generally be considered of low priority in times of national 
shortage. 

8.5 Class V / ‘Black’ indications 

All indications described as ‘black’ in the Department of Health clinical 

immunoglobulin guidelines 2011 are automatically rejected by the panel. 

8.6 Urgent treatment 

Where treatment is considered threatening to life or limb and treatment is 
required prior to funding adjudication from NHS England, the risk to funding 
should be discussed with the relevant associate director of operations (ADO) or 
clinical director prior to treatment. 
 

9 Procedure 

10 Conditions for supply 

All prescribing, supply and subsequent administration of IVIG is under the 
auspices of the NHS Demand Management Programme for Immunoglobulin. At 
a local level this is managed via the East of England IAP. 
 
No initial supply of IVIG will be supplied without a completed Immunoglobulin 
Treatment Requisition Form; in rare cases where networking issues (or similar) 
prevent the completion of a requisition form only the initial 24 hours of therapy 
may be supplied.  Further dispensing will not be permitted until an appropriately 
completed treatment requisition form is completed and received in pharmacy.   
 
For indications where long term treatment is required, ongoing supply is 
pursuant to regular reviews of efficacy (see responsibilities, prescribers above). 
 
No supply of IVIG will be made for those diagnoses designated grey unlisted or 
“grey – little to no evidence of efficacy” without prior approval from NHS England 
except in the case of a clinical emergency in which case the division responsible 
for the patient may accept liability for the costs of treatment pending financial 
approval. 
 
No supply of IVIG will be made for diagnoses designated Class IV / ‘black’. 

11 Prescribing and provision of IVIG products 

The particular brand of IVIG to be supplied will depend on the directorate under 
whose auspices the patient is to be treated (see appendix 1 for diagrammatical 
representation). 

 Immunology patients may receive any IVIG product listed on the Trust 
formulary. 

http://www.ivig.nhs.uk/
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=21295
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=21295
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 Neonates are to receive Privigen 10% as a first line therapy, as this is the 
only formulary IVIG which does not contain sucrose, except in 
overwhelming neonatal sepsis. 

o Overwhelming neonatal sepsis patients are to receive IgM-
enriched IVIG (Pentaglobin). IgM-enriched IVIG is dosed differently 
from other IVIG products – see the paediatric monograph. 

 Neurology patients are to receive Privigen 10% as a first line therapy. 

 From 1 July 2019, all other patients (excluding neurology, neonatal sepsis 
and immunology patients) should receive Gamunex 10%. Patients 
established on an IVIG brand other than Flebogamma DIF 5% or 
Gamunex 10% should be reviewed for a switch to these two products.  
This includes historical cohorts on Octagam 10%, Intratect 10%, 
Gammaplex 5%. 

 During periods of shortage, non-standard IVIG brands may be 
recommended for one-off treatments to reduce the burden of supply for 
other standard formulary brands.  Pharmacy will advise on an individual 
basis where this applies. 

  
Patients suspected of demonstrating an intolerance to an immunoglobulin 
product should be referred to immunology (either the clinical nurse specialist or 
medical team) for assessment. Patients with a confirmed intolerance to the 
standard IVIG product for the area (rather than an infusion rate reaction) should 
be considered for a second line IVIG product for the hospital – often 
Flebogamma DIF 5%.  Liaise with pharmacy and immunology specialists as 
required. 
 
Prescribing of Privigen 10% and Flebogamma DIF 5% / Gamunex 10% [Griffols 
brands] should remain within their respective clinical specialties for clarity of the 
intent of prescribing and clinical ownership. 
 
All patients with mental capacity should be consented prior to treatment.  
Consent forms are available on Merlin; immunomodulatory consent | 
immunoreplacement consent. 

12 Prescribing and provision of SCIG products 

SCIG should be prescribed only for patients under the care of clinical 
immunology for the purpose of immunoreplacement therapy, neurology for the 
treatment of CIDP or MMN, or for an infectious disease indication where 
hyperimmune globulins are not available. 
 
The use of test doses should be used cautiously where this will increase 
immunoglobulin consumption or delay establishing replacement therapy.   
 
The majority of new SCIG therapy patients will be trained to self-administer 
SCIG using the ‘manual push’ technique.  Only patients deemed to have failed 
or be unable to use this technique will be considered for an infusion pump. 
 

http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=19524
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=20499
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Some SCIG products require refrigeration.  Of those, some have stability for up 
to 6 months at room temperature (e.g. Gammanorm [Octapharma]).  Where 
appropriate (and if applicable where the homecare company supports this 
practice), the expiry date of the product may be reduced to e.g. 6 months from 
the date of dispensing and the patient will not need to be provided with an 
additional refrigerator for the storage of immunoglobulins. 
 
SCIG products are not routinely stocked within the Trust. Where training/ test 
doses of SCIG are planned to be given in the hospital, a prescription for SCIG 
should be presented to the inpatient pharmacy with at least five working days 
notice to guarantee supply. 
 
SCIG should only be given: 

 as replacement therapy in hypogammaglobinaemias (primary or 
secondary immunodeficiencies), or for specifically approved long-term 
treatment for chronic autoimmune disease such as chronic inflammatory 
polyradiculoneuropathy or multifocal motor neuropathy. 

 As an inpatient/ day-case admission: for long-term homecare patients 
who are temporarily admitted to hospital, or during the training period 
when assessing a patient for home therapy or when switching an 
established homecare patient from one brand of SCIG to an alternative.  

 

It is not necessary to inform the CCG or NHS England that a patient is 
commencing homecare immunoglobulin therapy.  It remains necessary 
however to inform the registered GP of the patient. 

 
Refer to appendix 1 for the selection of formulary approved SCIG products 
and appendix 6 for the approval for home therapy treatment pathway. 

 

12.1 Treatment request forms for SCIG patients 

 Re-consent when moving from IVIG to SCIG is not necessary. However 
as this is a new treatment episode, a new treatment request form is 
required. 

 A new Immunoglobulin Treatment Request form is required where the 
place of treatment for a patient has changed (e.g. from home to hospital).   

 A new Immunoglobulin Treatment Request form is required prior to 
commencing a training period for the administration of SCIG.   

 Under the care of immunology, or after referring to immunology for advice 
on product choice and patient management. 
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13 Applications for approval by East of England IAP 

Application forms for Clinical Approval by the East of England IAP are available 
from the pharmacy pages on Connect or from the Trust’s WeBNF. 
 
Electronic applications may be made to IVIG@addenbrookes.nhs.uk (see also 
the section above on obtaining approval from the East of England IAP panel). 
 
For patients to be treated outside CUH, applications may also be made to:  add-
tr.iap-eastofengland@nhs.net. 
 
With the exception of Class I indications, a consultant prescribing IVIG who is 
also a member of the EAST OF ENGLAND IAP cannot approve his/ her own 
use of IVIG. 
 
Completed application forms (parts I and II) should be brought to the Inpatient 
Pharmacy for processing, or sent to the safe haven fax in pharmacy 
(01223 274777). 
 
 
 

http://connect2/article/354/Pharmacy
http://www.bnf.org/bnf/index.htm
mailto:IVIG@addenbrookes.nhs.uk
mailto:add-tr.iap-eastofengland@nhs.net
mailto:add-tr.iap-eastofengland@nhs.net
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CLASS I
Priority – High

CLASS II
Priority – 
Medium

CLASS III
Priority - Low

CLASS IV
Priority - Low

CLASS IV

Automatic IAP 
approval.

Retrospective 
sign off by Trust 
immunoglobulin 

designated 
person

Application to Trust IAP / EOEIAP for clinical approval
via ivig@addenbrookes.nhs.uk

Treatment request form signed off by 
Trust immunoglobulin designated person

All applications for immunoglobulin to be registered on the 
national immuoglobulin database (accepted or declined)

Immunoglobulin given and release of funding by 
NHSE

Immunoglobulin not given / 
funding not approved

Clinician completes Immunoglobulin Treatment Request Form

NHSE individual 
funding request

(IFR)
Approved by IAP Approved by IAP

IFR RejectedIFR Approved

 
 

14 Dispensing of IVIG 

14.1 Dispensing during working hours 

Responsibility for accreditation of supply lies with the pharmacy. 
 
No dispensing of IVIG/ SCIG will be made without a completed and approved 
requisition form, unless one of the following applies: 

 the patient is already established on IVIG and is being trained in hospital 
for suitability to receive SCIG via homecare 

 the patient is registered with pharmacy and is on the national database 
No repeat dispensing of IVIG/ SCIG should occur where the initial supply was 
adequate for the approved course of treatment. 
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No repeat dispensing of IVIG/ SCIG for a patient will occur for long term patients 
without: 

a) completion of the administration record on the national Ig database for 
the previous dispensed treatment for the patient 

b) (where applicable) completion of measure of efficacy forms on the 
national Ig database for the patient 

 
All batch numbers for IVIG/ SCIG administered within the hospital will be 
recorded a unique report in the Epic system. 
 

It is the responsibility of the ward pharmacist to ensure that any unused vials are 
returned to stock against the patient issue for that episode on ASCRIBE. 

14.2 Dispensing outside working hours 

Responsibility for accreditation of supply lies with pharmacy. 
 
With the exception of IVIG treatments where there is a risk to life or limb and the 
treating consultant and registrar are working remotely outside the hospital, no 
initial dispensing of IVIG will be made without a completed and approved 
requisition form. 
 
Indication type Out of hours restrictions (if any) 

 
Class I The entire course may be dispensed providing approvals 

are in place. 
 

Class II OOH requests are not anticipated.  Use discretion where 
clinical need suggests cannot wait until next working day. 
Supply only sufficient until IAP can assess for clinical 
approval. 
 

Class III OOH requests should be declined, unless at discretion of a 
pharmacist clinical need suggests cannot wait until next 
working day. 
Supply only sufficient until IAP can assess for clinical 
approval. 
 

Class IV OOH requests to be declined.  Financial approval may not 
be obtained OOH.  Both clinical and financial approval are 
required for Class IV indications. 
 

Class V OOH must be decline in all circumstances. 
 
This information is also included in the Immunoglobulin Treatment Request 
Form (out of hours supply permitted – yes/no). 
 
The pharmacist who approves supply must ensure all paperwork is received 
prior to dispensing, or where the consultant and registrar are both working from 
home (e.g. dermatology) in pharmacy on the next available working day. 
Handover to an appropriate pharmacist should be made at the end of the on-call 
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session if the pharmacist is unable to personally ensure the paperwork is 
received. 
 
Where the approval status, dose, funding is in doubt, or appropriate paperwork 
is lacking quantities dispensed out of hours should be limited. Provide only 
sufficient stock to enable doses due before the pharmacy reopens to be given 
(i.e. a normal working day). 
 
No repeat dispensing of IVIG will occur where the initial supply was adequate for 
the approved course of treatment. If supplied stock has been lost then an 
incident form must be completed before re-dispensing will occur. 
 
Every vial administered must have an associated batch number. Each vial 
supplied must be associated with a distinct prescription or administration time.  
A single administration or prescription must not be composed of multiple vials.   
 
It is the resident pharmacist’s responsibility to inform the pharmacist lead for 
IVIG or lead pharmacist with responsibility for the patient to whom supplies were 
made where an application form is required in retrospect. 

15 Recording of information on the national database 

Responsibility for recording of information associated with Ig (SCIG and IVIG) 
therapy to the National Immunoglobulin Database lies with pharmacy, except for 
home care patients which lies with the immunology department. 
 
All completed forms will be processed and checked as described in the relevant 
pharmacy procedure. 
 
Forms that have been uploaded to the national database will be copied; the 
original will be returned to the patients notes for filing. A copy will be retained 
electronically in the appropriate pharmacy network folder (Clinical Services). 

16 Administration of IVIG/ SCIG 

Staff administering IVIG / SCIG must ensure: 

1. the patient has consented to treatment (where possible) 

2. the product is labelled with the correct patient name 

3. the dedicated IVIG prescription chart is used for IVIG if not prescribed in 
Epic 

4. the product batch number for each vial given is recorded in the medicine 
administration record (MAR) 

5. the maximum tolerated dose for an IVIG infusion is recorded with the 
administered dose 

6. For day-case infusion patients only - the intended treatment date is 
within three days of the actual treatment date 
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IVIG/ SCIG must only be given to a patient if the product is labelled with the 
correct patient name and hospital number/ NHS number. 

17 Homecare 

Patients who are receiving long term IVIG/ SCIG for primary or secondary 
immunodeficiency should be considered for care at home via a home care 
supplier (or in some occasions in a shared care agreement with a local hospital). 
This requires careful consideration and home infusion should only be arranged 
after a patient/ carer is trained according to Royal College of Nursing guidelines. 
Advice on these guidelines is available from the clinical nurse specialist in 
immunology. Patients with autoimmune disease may also be considered for 
homecare in liaison with the immunology department. 
 
Furthermore, in order that the transition from hospital-based to home-based 
infusions is completed effectively there needs to be a formal notification made to 
NHS England. 
 
The transition will be facilitated by the immunology department and 
commissioning teams at the Trust. The following documents will be supplied to 
NHS England along with a standard letter containing the following information: 

1. patient details: 

a. name and address 

b. date of birth 

c. NHS number 

d. indication 

e. weight (latest) 

f. responsible clinician 

2. start date of immunoglobulin therapy 

3. planned date of transition to homecare 

4. copy of quotation from the home care provider 

a. including proposed product 

5. details of dose and dosing frequency  
 
At the point of moving to homecare, a new registration form will be required 
stating: 

 that the place of treatment is ‘home’ rather than ‘hospital’ 

 the route of administration and 

 the desired brand of immunoglobulin. 
 
This must be registered on the national database via the pharmacy department. 
 
Further information on home therapy can be found in the homecare policy and 
procedure. Please also refer to appendix 6. 

http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=19726
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=19726
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18 Follow up of patients receiving Ig (SCIG and IVIG) 

All patients that are receiving Ig must be reviewed for ongoing efficacy if 
treatment is required for three months or more. Reviews must be approximately 
three months from beginning treatment, at one year from beginning of treatment 
and then (at least) on an annual basis. 
 
A list of patients due follow up in the three months following an East of England 
IAP panel meeting will be printed from the national database and reported at the 
East of England IAP meeting for follow up by the next panel meeting. Using this 
list a letter and a follow up form will be sent by pharmacy to the consultant 
registered as the responsible clinician on the national Ig database. Templates 
are available on Connect. 
 
The information on this completed form will be appended to the patient’s 
electronic record on the national immunoglobulin database. 
 
 
The clinical divisions will be responsible for monitoring and recording the 
ongoing efficacy of Ig therapy and ensuring a copy of completed reviews is sent 
to pharmacy. The immunology department will be responsible for monitoring 
efficacy for all home care Ig patients and updating the national Ig database. 
Pharmacy will be responsible for complete the following sections of the follow up 
form to support clinicians in completing the rest of the form. 
 
All follow up forms will be submitted to the East of England IAP for review. 
 
Refer to appendix 5 and appendix 7 for the ongoing efficacy pathways. 

19 Monitoring compliance with and the effectiveness of the policy 
and procedure 

The compliance with the national database will be audited every two years to 
ensure issues of IVIG are recorded on the national database. 
 
The audit will be the responsibility of pharmacy and will compare the data 
recorded on the pharmacy system against that recorded on the national 
database. 
 
The results and action plan will be reported to the East of England IAP for 
approval. 
 
All issues of IVIG and SCIG will be recorded on the national demand 
management database. 
 
All issues of IVIG and SCIG will be approved by the East of England IAP. 
 
All mandatory data fields will be completed. 
 
All long-term patients will have the results of their annual follow up recorded on 
the national database. 

http://connect/index.cfm?articleid=25686
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Pharmacy will audit the standards in this document periodically. The scope of an 
annual medicines safety action plan will be agreed by the medication safety 
committee. 
 
All audits will be registered with the clinical audit and governance department. 
All results will be reported to the clinical governance and audit department and 
be accessible via the pharmacy pages on Connect. 

20 Associated documents 

 Administration of medicines policy 

 Adult and paediatric IVIG prescription chart 

 Homecare policy and procedure 

 Immunoglobulin administration by intravenous infusion for adult patient 
with primary immunodeficiency 

 Immunoglobulin administration by subcutaneous infusion for adult patient 
with primary immunodeficiency 

 Immunoglobulin: home therapy training for self administration 

 IVIG treatment request form 

 IVIG treatment selection criteria, review outcomes and dosing strategies 
guideline 

 Prescribing of medicines policy and procedure 

 The introduction and monitoring of intravenous immunoglobulin treatment 
for inflammatory nerve and muscle disease protocol 

See also:  

 Consent forms: 
o Immunomodulatory consent 

o Immunoreplacement consent 

 Pharmacy pages on Connect 

 WeBNF 

Equality and diversity statement 
This document complies with the Cambridge University Hospitals NHS 
Foundation Trust service equality and diversity Statement.  

Disclaimer 
It is your responsibility to check against the electronic library that this printed out 
copy is the most recent issue of this document.  

http://connect2/article/354/Pharmacy
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18358
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=21331
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=19726
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=20500
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=20500
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18115
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18115
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=19637
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=21295
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18390
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18390
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=18366
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=20501
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=20501
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=19524
http://merlin/Lists/DMSRecords/DispRecordTabsDoc.aspx?ID=20499
http://connect2/article/354/Pharmacy
http://www.bnf.org/bnf/index.htm
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Appendix 1: Formulary choices for immunoglobulin 

  Other  including Dermatology, Haematology, HaemOnc, Renal medicine, Rheumatology

   Immunology

   Neurology

   Neonatology
   / Paediatrics

Selecting immunoglobulin products by patient speciality

All indications

All indications
except

overwhelming 
neonatal sepsis

Overwhelming 
neonatal sepsis

All indications

Privigen
10%

Flebogammadif 
5%

Pentaglobin

(IgM-

enriched)

Privigen

10%
(Other products 

may contain 

sucrose)

IVIG

New patients
FlebogammaDIF

5%

Patients who have reacted to 1st line treatment and have had this confirmed with 

immunology may be offered

Flebogammadif 5%

Neurology and 

paediatrics (>2yo) and  

other specialities 

(except neonatology)

Transferred patients 

from other hospitals

Patients who transfer to the Trust from other hospitals should be transferred with the 

remainder of any ongoing IVIG course.  Where a patient needs to continue a product that is 

not available in the Trust and this cannot be supplied by the referring Trust within a 

reasonable timeframe, use the 1st line product for the speciality.

Subsequent courses should be given as the 1st line for the speciality.

Patients who transfer to the Trust from other hospitals should be transferred with the 

remainder of any ongoing IVIG course.

Where a patient needs to continue a product that is not available in the Trust and this cannot 

be supplied by the referring Trust within a reasonable timeframe,

use the 1st line product for the speciality.

Subsequent courses (if needed) should be given as the 1st line for the speciality.

General Comments

Privigen
10%

Historical 
cohorts

only

Octagam
10%

Gammaplex is not 
recommended 

owing to the high 
risk for confusion 
versus Gamunex. 

SCIG
HyQvia

(if panel and IFR 
approval)

Hizentra 20%products may be selected 

according to expert opinion 

whilst maintaining 

approximately

equal ratios of use of each of 

the designated products Gammanorm
16%

Subcuvia & 
Subgam are NOT 

formulary

Cuvitru 20%
Existing 

patients only

Gamunex
10%

If shortage of 1° 
product

(new patients)

Gammaplex
5%

Intratect
10%

All Gammaplex 
patients to be 

actively switched 
from this product. 

Gamunex
10%

OR

FIRST LINE

Gammanorm
16%
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Appendix 2: The East of England Immunoglobulin 
Assessment Panel 

 
Panel representatives based at Cambridge University Hospitals 

 
 
Department represented Name 
 
Dermatology Vacant 
 
Gastroenterology Dr Miles Parkes 
 
Haematology Dr Theodora Foukaneli  (chair) 
 
Immunology Dr Dinakantha Kumararatne 
 Dr Ania Manson 
 Dr Emily Staples   (also NWAFT) 
 Dr Helen Baxendale  (also Papworth) 
 Dr Sara Lear   (also N&N) 
 
Infectious Disease Dr Andrew Carmichael 
 
Intensive Care Medicine Dr Andrew Conway-Morris 
 
Neurology Prof Alasdair Coles 
 Dr Amanda Cox 
 Dr Clare McCarthy 
 Dr Rhys Roberts 
 
Obstetrics Dr Mark Slack 
 
Ophthalmology Vacant 
 
Paediatric haematology Vacant 
 
Renal medicine Dr David Jayne 
 Dr Lisa Willcocks 
 Dr Rachel Jones 
 
Respiratory Medicine Dr Clare Sander   (also Papworth) 
 
Rheumatology Dr Natasha Jordan 
 
Transplant Dr Nicholas Torpey 
 
Pharmacy David de Monteverde-Robb (Lead Pharmacist) 
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Pharmacy (not voting panel members) 
  
Sarah Pacey Chief Pharmacist 
  
Narinder Bhalla Consultant Pharmacist Patient Safety 
  
Frances Smith Lead Pharmacist - Neurosciences 
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Appendix 3: Summary of approved indications 

Condition Out of Hours

Alloimmune 

thrombocytopenia - 

(foeto-maternal /

neonatal therapy)

Neonatal 
therapy only

Haemolytic disease of 
the newborn

Dose

Maternal:

0.5-1.0g/kg (DDW)

Per week during 

pregnancy - maternal

Neonate:

1g/kg stat (ABW)

+/- repeat x1

0.5g/kg over 4 hours
(DDW)

Approval

Maternal
Apply to EOEIAP

Neonate
Consultant approval – 

first course.
Repeat if 

thrombocytopenia. 
Requests to panel.

Local consultant 
approval.

Permitted

Immune 
Thrombocytopenic 

Purpura (ITP)
[Short term]

1g/kg (DDW) stat
Repeat after 7 days if 

PLT count low.

Local consultant 
haematologist approval.

Repeat requests to 
EOEIAP if <7 days, or 

maintenance.

Permitted
(first treatment 

only)

Acquired red cell aplasia 
or foetal hydrops due to 
chronic parvovirus B19 

infection
[Short term]

1.0-1.2g/kg in divided 
doses

+/- Repeat for up to 2 
relapses

Apply to EOEIAP No

Autoimmune haemolytic 
anaemia (including 
Evan’s syndrome)

[Short term]

1-2g/kg over 2-5 days
(DDW)

+/- Repeat for up to 2 
relapses

Acute: local consultant 
haematologist approval.

Apply to EOEIAP for 
repeat courses.

No

Post-transfusion 
hyperhaemolysis

[Short term]

1-2g/kg over 2-5 days
(DDW)

Local consultant 
haematologist approval.

No

Coagulation factor 
inhibitors

(allo- & auto-antibodies)
/ Acquired von 

Willebrand disease
[Short term]

0.4g/kg/day for 5 days
or

1g/kg/day for 2 days
(DDW)

Apply to EOEIAP No

Haemophagocytic 
syndrome

[Short term]

2g/kg over 2-5 days
(DDW)

+/- Repeat for up to 2 
relapses

Apply to EOEIAP No

Post-transfusion purpura
[Short term]

1-2g/kg over 2-5 days
(DDW)

Apply to EOEIAP No

Chronic Inflammatory 
Demyelinating

Polyradiculoneuropathy

Acute:
1-2g/kg over 2-5 days

(DDW)
Max. 4g/kg in 8 weeks.

Local consultant 
neurologist approval.

Apply to EOEIAP for long-
term therapy.

No

Guillain-Barre syndrome
(including Bickerstaff’s 
brain stem encephalitis 
& other GBS variants)

2g/kg over 5 days
(DDW)

Local consultant 
approval (neurologist if 

available).
Permitted

IgM Paraprotein-
associated demyelinating 

neuropathy

Acute:
1-2g/kg over 2-5 days

(DDW)
Max. 4g/kg in 8 weeks.

Apply to EOEIAP No

Inflammatory 
Myopathies

Dermatomyositis (DM)
Polymyositis (PM)

Acute:
1-2g/kg over 2-5 days

(DDW)
Max. 4g/kg in 8 weeks.

Apply to EOEIAP No

Myasthenia Gravis (MG)
(including Lambert-Eaton 
Myasthenic Syndrome)

Use PLEX if available.

1g/kg (DDW)
2g/kg in crisis / ICU
Repeat x1 if needed.

Local consultant 
neurologist approval.

Apply to EOEIAP for long-
term therapy.

Permitted in 
myasthenic 

crisis
(respiratory 

and/or bulbar 
failure)

Multifocal Motor 
Neuropathy (MMN)

Acute:
1-2g/kg over 2-5 days

(DDW)
Max. 4g/kg in 8 weeks.

Local consultant 
neurologist approval.

Apply to EOEIAP for long-
term therapy.

No

Condition Out of HoursDose Approval

Rasmussen’s 
Encephalitis

2g/kg over 2-5 days
(DDW)

+/- Repeat monthly up to 
3 courses initial trial

Apply to EOEIAP No

Stiff Person Syndrome
(or variant)

Acute:
1-2g/kg over 2-5 days

(DDW)
Max. 4g/kg in 8 weeks.

Apply to EOEIAP No

Hepatitis A
Subgam

<10y – 500mg
>10y – 750mg

Apply to EOEIAP No

Measles

0.15g/kg (IVIG)

If pregnant:
2250mg (Subgam)

Infants:
0.6ml/kg Subgam

Max. 750mg (1 vial)

Infectious Diseases 
consultant may act with 

authority of EOEIAP.

With Infectious 
Disease (ID) 

approval

Polio

Subgam SC or IM:
<1y – 250mg
1-2y – 500mg
>3y – 750mg

Infectious Diseases 
consultant may act with 

authority of EOEIAP.
No

Tetanus prone injury
Where hyperimmune Ig 

is unavailable

Subgam SC or IM:
<24h:  750mg
>24h or burns:

1500mg

Infectious Diseases 
consultant may act with 

authority of EOEIAP.

Group prior 
approval (GPA)

Suspected tetanus
See Immunoglobulin 

Policy

Infectious Diseases 
consultant may act with 

authority of EOEIAP.

ID team to 
review and may 

approve

Varicella zoster
Where hyperimmune 
VZIG is unavailable or 

contra-indicated

0.2g/kg stat
Apply to EOEIAP

No

East of England Immunoglobulin Dosing and Approval by indication: July 2019

Pending new NHSE commissioning guidelines:

Primary 

immunodeficiencies

Thymoma with 

immunodeficiency

Specific antibody 

deficiency

Secondary antibody 

deficiency (any cause) 

including Multiple 

Myeloma, CLL, NHL or 

other B-cell 

malignancies

Initially:

0.4-0.6g/kg/month

(ABW)

SCIG or IVIG

Test doses permitted 

where required as part 

of training process

EOE 

Immunology MDT

(part of EOEIAP)

No

Immunobulous diseases

Necrotising (PVL-
associated) 

staphylococcal sepsis

Severe or recurrent 
Clostridium difficile 

colitis

Staphylococcal or 
streptococcal toxic shock 

syndrome

Autoimmune uveitis

Autoimmune congenital 
heart block (Anti-Rho) or 

Paediatric myocarditis

2g/kg over 5 days
(DDW)

2g/kg stat (DDW)
in a single day

0.4g/kg stat (DDW)

2g/kg stat (DDW)
in a single day

0.4g/kg 
every 3/52
for 5 cycles

Apply to EOEIAP

Local consultant 
approval or EOEIAP

Apply to EOEIAP with ID 
consultant approval

Local consultant 
approval or EOEIAP

Apply to EOEIAP

Apply to EOEIAP

No

Permitted

Permitted if 
delay may 

cause harm 

Permitted

No

No

Transplantation of a 
kidney, heart or lung:
Antibody-incompatible 

transplant (AIT) 
Antibody-mediated 

rejection (AMR)
Heart or lung only:
Viral pneumonitis  

including CMV, HSV, VZV, 
RSV and excluding 

Influenza

AMR: 
 0.1g/kg/day (DDW) 

following alternate day 
PLEX for 5 sessions 

then remainder of 2g/kg
OR 2g/kg (DDW) 
following PLEX

Viral pneumonitis:
0.5g/kg/day (DDW)

for 5 days

Apply to EOEIAP

No

NB: Not 
commissioned 
following bone 

marrow 
transplant

Toxic epidermal 
necrolysis, Steven’s 
Johnson syndrome

2g/kg as single inf. (or 
over 3 days)

Kawasaki disease 2g/kg over 10-12 hrs

1.5g/kg/month (DDW)
for 3 months

Local dermatologist 
approval or EOEIAP

Local consultant 
approval or EOEIAP

Permitted

Permitted
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Acquired red cell aplasia 
not due to parvovirus 

B19

Acute disseminated 
encephalomyelitis

Acute idiopathic 
dysautonomia

Aplastic anaemia / 
pancytopenia

Atopic dermatitis / 
eczema

Diabetic proximal 

neuropathy 

(autoimmune )

Autoimmune 
neutropenia

Catastrophic 
antiphospholipid 

syndrome

Cerebral infarction with 
antiphospholipid 

syndrome

CNS vasculitis

Haemolytic uraemic 
syndrome

Intractable childhood 
epilepsy

Neuromyotonia

PANDAS (paediatric 
autoimmune 

neuropsychiatric 
disorders associated with 
streptococcal infections)

Paraneoplastic disorders 
that are known not to be 
B-cell or T-cell mediated

POEMS (polyneuropathy, 
organomegaly, 

endocrinopathy, 
monoclonal 

gammapathy, skin 
changes)

Pyoderma gangrenosum

Systemic juvenile 

idiopathic arthritis

(where tocilizumab 

therapy is not 

appropriate)

Systemic lupus 
erythematosus without 

secondary 
immunocytopenias 
(including juvenile)

Systemic vasculitides and 
ANCA disorders

Urticaria (severe / 
intractable)

Adrenoleukodystrophy

Alzheimer’s disease

Amyotrophic lateral sclerosis

Asthma

Autologous BMT

Chronic fatigue syndrome

Critical illness neuropathy

Graves’ ophthalmopathy

Immunodeficiencies secondary to paediatric HIV infection

IVF failure

Multiple sclerosis

Neonatal sepsis (prevention or treatment)

*Overwhelming neonatal sepsis accepted as Group Prior Approval 

for IgM-enriched immunoglobulin 

under local diagnostic / research criteria 

in Neonatal Intensive Care at Cambridge University Hospitals*

Product of choice is:

Pentaglobin (IgM-enriched)

(see monograph)

Recurrent spontaneous pregnancy loss

Rheumatoid arthritis

Sepsis in the intensive care unit not related to specific toxins or 
Clostridium difficile

Opsoclonus myoclonus

CLASS III: ‘GREY’ Limited evidence for efficacy with presumed autoimmune cause CLASS IV:  ‘GREY’ indications with little or no evidence for efficacy

Chronic facial pain

Autoimmune 
encephalitis (including 

NMDA and VGKC 
antibodies among 

others)

Chronic ITP

Chronic regional pain 
syndrome

CLASS V:  No evidence for efficacy

2g/kg over 2-5 days
(DDW)

Usually following PLEX

2g/kg over 2-5 days
(DDW)

2g/kg over 2-5 days
(DDW)

2g/kg over 2-5 days
(DDW)

2g/kg over 2-5 days
(DDW)

2g/kg over 2-5 days
(DDW)

2g/kg over 2-5 days
(DDW)

Agree dosing protocol 

individually with 

EOEIAP

2g/kg over 2-5 days
(DDW)

2g/kg over 2-5 days
(DDW)

2g/kg over 2-5 days
(DDW)

2g/kg over 2-5 days
(DDW)

Usually following PLEX

0.8-1.0g/kg (DDW) at 
agreed interval

Agree dosing protocol 

individually with 

EOEIAP

Apply to EOEIAP No
Agree dosing protocol 

individually with 

EOEIAP

Apply to EOEIAP for 
approval.

Circumstances must be 
exceptional.

Exceptional funding 
approval (NHSE) also 

required prior to 
treatment.

No

East of England Immunoglobulin Dosing and Approval by indication: July 2019

Other unlisted

(GREY)

indications

Agree dosing protocol 

individually with 

EOEIAP

Apply to EOEIAP for 
approval.

Circumstances must be 
exceptional.

Exceptional funding 
approval (NHSE) also 

required prior to 
treatment.

No

Automatically 

rejected

Indications for which IVIG is not recommended

Condition Out of HoursDose Approval Condition Out of HoursDose Approval
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Appendix 4: Clinical approval, efficacy monitoring and general funding 
pathway

NHS England funding depends on ongoing evidence of efficacy

Patient with disease potentially amenable to 
treatment with Ig

(IVIG / SCIG)

Patient meets criteria in the 2018 NHSE 
commissioning guideline (neurology, 

haematology, immunology or infectious diseases)

CLASS I

Highest priority:
Risk to life / limb 

without treatment

CLASS II

Good evidence for 
efficacy but seldom 

life-threatening

CLASS IV

Presumed immune-
mediated disorders 

with little to no 
evidence for 
efficacy and 

unlisted indications.

Evidence either:

 1) is lacking

 2) suggests Ig is

     ineffective, or

 3) suggests alternative 

    treatments are more 

    effective

CLASS V

Approval from a 
single member of 

the EOEIAP required 
(excluding the 

patient’s consultant 
if he/she is a panel 

member)

Risk to life or limb
Risk to life or limb

Non-life 
threatening

Automatically 
rejected

Seek alternative 
treatment mode

Efficacy proven?

Approved for use.  
EOEIAP approval 

and financial 
approval are not 

required

NHS England will 
automatically 

refund the cost of 
the medicine

If EOEIAP panel has 
approved, NHSE will 

refund the cost of 
the medicine

Obtain clinical 
approval from 

EOEIAP and 
acceptance of 

financial liability 
from the divisional 
director pending 

NHS England / 
specialist 

commissioning  
adjudication

Obtain clinical 

approval from 

EOEIAP and 

complete an 

individual funding 

request (IFR) - 

available from 

commissioning

Yes

No

Await NHS 

England funding  

approval before 

treatment

Await NHS 

England funding 

approval before 

retreatment

External 
funding 

secured?
Yes

Yes

Short-term
treatment
<3 months

Long-term
treatment

(3 months or 
longer)

Treatment 
completed based on 

clinical response

NoProceed to treat

Proceed to treat
(single course only)

Efficacy review at 3 
months from first 

treatment

Record details in the 
national Ig database

Efficacy review 
annually

Record details in the 
national Ig database

Efficacy proven?

No

Continue treatment

Yes

Continue treatment

Yes

NHSE to access 
national Ig database 

for record of 
ongoing reviews

Criteria for ongoing review are indication specific and are specified in the
NHS England Updated Commissioning Guidance for the use of therapeutic immunoglobulin (2018) OR

Clinical Guidelines for Immunoglobulin Use: second edition update (2011)

Complete and 
submit an individual 

funding request 
(IFR)

EOEIAP to review 
efficacy of 

treatment at future 
meeting

CLASS
III

Proven immune-
mediated disorders 

with limited 
evidence of efficacy

Consensus approval 
from at least 3 

members of the 
EOEIAP required 

(excluding the 
patient’s consultant 
if he/she is a panel 

member)

Patient meets criteria in the DoH Clinical 
Guidelines for Immunboglobulin Use (2nd edition)

[other indications]
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Appendix 5: 
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Appendix 6: Pathway for potential home care Ig patients 
 

Patient with disease

amenable to treatment with

immunoglobulins

Patient suitable for self-

administered home

immunoglobulin therapyArrange accredited training

for self-administration of

SCIg/IVIg

Notify home care provider of

(potential) new patient

Obtain quote for therapy

from home care provider

If competent to administer

Trust assessment of

competence to self-

administer

Competent

Manage patient

via day case

admissions for

SCIg/IVIg

Commence home therapy

Complete a new Ig

application form for the new

treatment episode

(home care)

 Notify NHS England of patient

 transfer to home care, with:

 i) a copy of the

 quotation from the

 home care provider and

 ii) patient details:

     - patient name

     - DOB

     - NHS number

     - indication

     - (latest) weight

     - responsible clinician

Yes

No

Send copy to pharmacy

department for records and

to update national Ig

database

Efficacy reviews as per local

Clinical Approval, Efficacy

and Funding Pathway

NHS(E) to access national Ig

database for assurance

CUH to pay home care

provider invoices and bill

NHS England for monthly

charges received

No Yes

Refer to relevant appendix in

CUH Policy and Procedure

for IVIg

Immunology / Neurology

department to write

prescription and send to

pharmacy

Create purchase order

number

Pharmacist clinical accuracy

check

File copy of the prescription

and send original to

homecare provider

Homecare provider to send

invoice and delivery note to

pharmacy department

Delivery of SCIg / IVIg to

patient
Division C/D operations

management to sign off

invoices and pass to finance

Pharmacy to check invoices

and delivery note for

consistency and accuracy,

then send to appropriate

operations management
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Appendix 7: Patient reviews and measures of efficacy for Ig treatment 
pathway 
 

Short-term treatment 
indications
(all colours)

Long-term treatment 

indications

(all colours)

i.e. treatments that will 

exceed one year treatment

Single treatment or courses 
that are complete within 3 

months

Short-term indications that 
require treatment exceeding 3 
months but not greater than 1 

year

Measures of efficacy are 
required.  Report result(s) to 

pharmacy - Box 104.

Refer to EOE/CUH 
Immunoglobulin Treatment 

Guidelines
(reflecting latest NHSE 

commissioning guidance and 
DH Clinical Guidelines for 

Immunoglobulin Use (2011)

Arrange to assess patient 
response to treatment within 3 

months from the first 
treatment cycle

Assessed as 
responding to 

treatment or disease 
stable

No

Select an alternative 
treatment modality

Yes

For ongoing therapy:

Continue to arrange annual 

outpatient appointments to 

assess response to 

treatment

Continue treatment with 
immunoglobulin.  Adjust 

dose if appropriate

Patient requiring treatment 

with immunoglobulin therapy

(home or hospital treatment)

and clinical approval 

obtained (via IAP panel 

where appropriate) and 

NHSE funding approval 

obtained

Annual assessments:

Assess and record if appropriate 

for dose reduction or extended 

dosing interval.

Report efficacy result(s) to 

pharmacy - Box 104

Arrange to assess patient 

response to treatment within 

3 months from the first 

treatment cycle AND

annually thereafter

Report measures of efficacy 
result(s) to pharmacy - Box 104.
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Appendix 8: Treatment of suspected tetanus infection 
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http://www.hpa.org.uk/webc/HPAwebFile/HPAweb_C/1210060163478  
 
 

http://www.hpa.org.uk/webc/HPAwebFile/HPAweb_C/1210060163478
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From: Clark, Ruth [mailto:ruth.clark@grifols.com]  
Sent: 17 August 2017 15:51 
To: de Monteverde-Robb, David 
Subject: Tetanus potency of Flebogamma DIF 5% 

 
Dear David 
 
Thank you for your enquiry today regarding the tetanus potency of Flebogamma DIF 5%. As 
discussed, the figures are as follows: 
 
In 2016, NIBSC determined the tetanus potency of Flebogamma DIF 5% to be 15.6 IU/ml (n=3) 
using an ELISA method. The manufacturer, Instituto Grifols SA, have measured an average level of 
13.6 IU/ml in 277 batches also using an ELISA method. 
 
The NIBSC data are supplied with the author’s permission prior to a forthcoming publication. These 
two sets of data demonstrate a consistent tetanus antibody content for Flebogamma DIF 5%. The 
NIBSC publication will show values for other products from other manufacturers in due course. 
 
I am not sure if you are aware, but Grifols also offers batch specific information about Flebogamma 
DIF 5% in a free online service at www.pedigri.grifols.com. You are very welcome to register to use 
this service. This does not include the tetanus information, but does include IgA levels for example. 
 
I trust that you find this information helpful. 
 
Thank you 
Kind regards 
 
Ruth Clark 
Grifols UK Ltd 
Technical Manager 
Technical Department 
Office: ·0845 241 3090 
Byron House, Cambridge Business Park 
Cambridge CB4 0WZ 
www.grifols.com 

 
 
 
 

mailto:ruth.clark@grifols.com
http://www.pedigri.grifols.com/
http://www.grifols.com/
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Appendix 9:  NHS England statement on treatment for immune 
thrombocytopenic purpura 
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Appendix 10:  Use of demographic data and other patient data stored on 

the national immunoglobulin database 

Access to the national immunoglobulin database is restricted to the hospital which 
enters the data, the NHS Immunoglobulin Assessment Panel who is responsible for 

immunoglobulin use for that hospital and the host / designer of the software that 
supports the database.  The company that designed and maintains the software is 
called MDSAS.  MDSAS holds a contract with the Department of Health and includes 

data protection requirements.    
 

User access to the database for an individual hospital’s data is controlled by the chief 
pharmacist of the hospital, or a designated deputy of the chief pharmacist.  This is 
reviewed on a rolling basis and those without an ongoing need for access have their 

access revoked. 
 

Demographic data: 
 Hospital number and NHS number 
 Date of birth 

 Gender 
 Height and weight (including changes in weight) 

 Registered GP 
 The diagnosis for which immunoglobulin therapy is required, and any 

relevant other diagnoses which affect treatment. 
 Other treatments provided which may affect the immune system or 

treat the diagnosis for which immunoglobulin therapy is required. 

 Results from blood tests and clinical assessments 
 Care provided by other hospitals – if associated with the use of 

immuoglobulins 
 

Other data recorded: 

 Dates associated with treatment given, clinic appointments or 
communications with the GP. 

 Intended dose and brand of immunoglobulin. 
 How the immunoglobulin is given – e.g. at home or in hospital, by 

intravenous drip or subcutaneously. 

 Batch numbers from vials of immunoglobulin administered / supplied. 
 The name of the treating consultant. 

 Details of any adverse reactions to immunoglobulins. 
 Immunoglobulin Assessment Panel decisions relating to the 

immunoglobulin therapy 

 
In the event a blood infection is considered to have been transmitted from a 

contaminated batch of immunoglobulin, all patients in the national database will be 
assessed for matching batch numbers from the potentially contaminated product.  
Patients who are found to have received potentially contaminated product will be 

contacted, as will the registered GP of that patient, the treating consultant and 
representatives of the Immunoglobulin Assessment Panel.  Anonymised data may also 

be shared with the Medicines and Healthcare Products Regulatory Agency (MHRA), 
with NHS England, with the manufacturer of the affected product and with the 
European Medicines Agency (EMA). 
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Appendix 11: National immunoglobulin framework allocations from 
July 2019 

 
NHS England have assigned the following volumes to CUH for the 12 months from July 
2019.  This allocation combines CUH use in hospitals and via homecare. 

 
Route Brand Manufacturer PA allocation PCM allocation 
Formulary IVIG products 

IVIg FlebogammaDIF (5%) Grifols 25,000 1401.417 

IVIg Gamunex (10%) Grifols 19,440  2083.333 

IVIg Privigen CSL 65,000  5416.667 

Restricted IVIG  / historical cohorts 

IVIg Gammaplex BPL 4,000  333.3333 

IVIg Intratect (10%) Biotest 5,000  416.6667 

IVIg Octagam 10% Octapharma 3,000  250 

Non-formulary IVIG products 

IVIg Gammagard Takeda 0  0 

IVIg Intratect (5%) Biotest 0  0 

IVIg Iqymune LFB 0  0 

IVIg Kiovig Takeda 0  0 

IVIg Octagam 5% Octapharma 0  0 

IVIg Panzyga Octapharma 0  0 

IVIg Vigam BPL 0  0 

Formulary SCIG products 

SCIg Cuvitru Takeda 24,084  2500 

SCIg Gammanorm Octapharma 10,678  889.8333 

SCIg Hizentra CSL 77,000  7916.667 

SCIg Subgam BPL 3,000  250 

Non-formulary SCIG products 

SCIg HyQvia Takeda 1,500  125 

 

 


