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2017 (v3.0) Proposed changes to version 2.1 of the Criteria for the clinical use of intravenous immunoglobulin in Australia
	CONDITION NAME IN v2.1 
	Diabetic amyotrophy (diabetic proximal neuropathy or diabetic lumbosacral radiculoplexus neuropathy)

	PROPOSED APPROACH:
To move Diabetic amyotrophy or diabetic lumbosacral radiculoplexus neuropathy (DLRPN) from Exceptional circumstances only to Not supported. 

	SUMMARY OF RATIONALE: 
The recommendation is supported by factors including that: 
· Improvement in symptoms usually occurs slowly but spontaneously in almost all patients, although recovery may be incomplete. 
· The recommendation to no longer support this condition is consistent with recommendations of the Canadian (Ontario Regional Blood Coordinating Network, 2016) and North American (National Guideline Clearinghouse, 2012) IVIg criteria. It is listed in the UK Guidelines (UK Department of Health, 2011) as a ‘grey’ condition under ‘Presumed immune-mediated disorders with little or no evidence of efficacy. 
·  There are no published controlled clinical trials of the use of IVIg in DLRPN. One registered randomized clinical trial was terminated prematurely without publication (NCT00004407) and no abstract was published. 
· Case series have provided conflicting results in regard to response of neuropathic pain, but none have documented improvement in muscle weakness, atrophy or neurologic disability. One case series described 3 patients who had severe and progressive DLRPN despite active immunosuppressive therapy including IVIg.  
· A single prospective, randomized double-blind controlled trial of intravenous methlyprednisolone, demonstrated significantly more improvement in neuropathic pain in the IVMP group, but no significant improvement in neuropathy impairment score (Class 1).
· Ig use in Australia is very low with between zero and fifteen patients receiving treatment annually for the last five years. 


	Role of Ig therapy:  Diabetic amyotrophy, also referred to as diabetic lumbosacral radiculoplexus neuropathy, is a multifocal, asymmetric, painful, acute or subacute neuropathic disorder affecting multiple levels of lumbosacral plexus, nerve roots, and distal nerves that emerge from the plexus.  The clinical picture is that of unilateral or asymmetric bilateral pain, weakness and wasting in the lower limbs, usually associated with significant weight loss. Most cases occur while diabetes is under good control.  LRPN can occur in nondiabetic patients. Whilst predominantly a motor syndrome, sensory and autonomic involvement can occur.  The pathophysiology is thought to be immune-mediated and characterized by ischemic damage, inflammation and micro-vasculitis. Improvement in symptoms occurs in almost all patients spontaneously although recovery is delayed and may be incomplete. 

	Access Information in v2.1 

	Condition Category 
	Condition for which Ig use is in exceptional circumstances only  (Chapter 7)

	Level of Evidence
	Insufficient data (Category 4a)

	Description 
	(Blank)

	Qualifying Criteria 
	Intravenous immunoglobulin (IVIg) may be considered in exceptional circumstances for intractable pain or progressive muscle weakness in patients in whom steroids are ineffective or cannot be tolerated. This condition is monophasic and usually self-limiting. A single treatment may be sufficient, although monthly infusions for up to six months may be required for recurrent pain.
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	POTENTIAL OPERATIONAL IMPACT

	Given that this condition will no longer be supported, any patients on ongoing therapy will need to be transitioned from Ig therapy to alternative treatments (see below). Following public consultation and the subsequent endorsement by governments, specific communication with relevant prescribers (and patients) would occur to support doctors caring for any patients on ongoing Ig therapy at that time. It is anticipated that the timing of any existing patient transition would be concurrent with implementation of BloodSTAR v3.0. Advice to prescribers will precede this date so that patients can transition to alternative medication or a different treatment approach, as appropriate.

	POTENTIAL IMPACT ON PATIENTS, DEMAND AND EXPENDITURE

	Description of impact on patients: 
	The best clinical results in the treatment of Diabetic amyotrophy have been demonstrated in patients treated with steroid therapy. It is recognised that almost all patients with this condition will slowly improve irrespective of the treatment given, although recovery may be delayed and may be incomplete in some patients. No treatment (including Ig therapy) has been shown to reduce the degree of muscle weakness, wasting or neurologic disability experienced by patients. For these reasons access to Ig therapy is recommended to no longer be supported. It is inappropriate to treat patients with medication that has no demonstrable benefit and in addition, there are small but not insignificant risks of harm from Ig therapy, as well as a high cost.  
Ig treatment for this condition is usually only for short term use, so very few patients are likely to be on treatment at the time of transition to the new criteria. However, it is anticipated that prescribers (and thus patients) would be informed of any decision once governments have endorsed this recommendation so that ample lead time is provided for prescribers to manage and transition patients to an alternative treatment approach if required. Importantly, there are effective new medications to treat neuropathic pain that are now available on the PBS and these agents are likely to be more effective for pain control than Ig therapy.  

	Impact on demand:
	The reallocation of Diabetic amyotrophy to Not supported means that immediate demand for Ig therapy for this condition would reduce in line with the number of patients being treated at the time of implementation. The annual demand impact is estimated to be a reduction of up to 4,000 g.  

	
	2011-12
	2012-13
	2013-14
	2014-15
	2015-16
	Estimated number of patients that will be affected – up to 15.

The Specialist Working Group estimated magnitude of effect:
Marginal: <$500K reduction against projected demand


	Patient number
	0
	10
	6
	15
	9
	

	Total Grams issued
	0 
	2,427
	1,800
	3,726
	2,912
	

	% Total Grams issued
	0.00%
	0.07%
	0.04%
	0.08%
	                     0.06%
	

	Specialist Working Group knowledge development opportunities and recommendations relevant to the transition to v3.0

	None identified at this stage. 



	END OF PUBLIC CONSULTATION DOCUMENT
Next review: Two years after BloodSTAR v3.0 implemented
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