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Neuropathic pain as a treatment
challenge
How can we increase probability of success in NeP development programs?
 In the general population, 5-8% suffer treatment demanding NeP. Today label
indications in NeP are based on etiologies, which are the cause of the neuropathy,
not the cause of the pain linked to neuropathy.
 Drugs are developed from targets – but treatments are based on signs and
symptoms. There is a lack of regulatory validated clinical biomarkers, linking signs
and symptoms to pathophenotypes.
 Validating existing phenotype biomarker patterns as specific for NeP, across
etiologies, would help overcoming this gap.
 One of them is Quantitative Sensory Testing (QST) – will use this as an example of
what we achieved in the project.

number needed to treat for 50% pain relief:
total sample 6.9
non-irritable nociceptor 13
irritable nociceptor 3.9

European Medicines Agency
EMA/CHMP/970057/2011. Guideline on the clinical development of medicinal products
intended for the treatment of pain.
 QST is adequate for determining specific sensory phenotypes of patients in
exploratory trials on neuropathic pain. Further work on NE, µNG and CCM is
required before they can be implemented in Phase III clinical trials and clinical
practice. It is agreed that the identification and quantification of abnormal activity with
µNG can be used as a reliable correlate of spontaneous pain and it could be used for
stratification purposes in phase II studies. CCM was acknowledged to confirm a
small fiber neuropathy diagnosis in diabetes, but needs further confirmation in other
small fiber neuropathy etiologies for extended use.
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