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Introduction: Failed Back Surgery Syndrome (FBSS) is a disabling condition and patients frequently suffer from moderate 
to severe chronic pain, associated with sensory and/or motor deficits. Available treatments of FBSS includes several options, 
in order to support patients adopting the bio-psycho-social model. However, the 15-25% of FBSS patients are refractory 
to physiatric, interventional and pharmacological therapies, moreover, FBSS is considered an intractable syndrome when 
available therapeutic strategies are ineffective. Cannabidiol (CBD) and Cannabis terpenoids (CT) have many biological effects 
(analgesic, myorelaxant, anti-inflammatory) not well characterized, but with an increasing amount of evidence of safety and 
efficacy in the treatment of chronic pain syndrome of nociceptive and neuropathic origin. 

Materials and methods: The aim of this study was to compare the safety and analgesic efficacy of CBD and CT in two different 
groups of patients affected by FBSS treated administering CBD/CT (Group 1) composed by 5subjects and THC/CBD/CT (Group 
2) composed by 5subjects. Ten caucasian patients, 6females, and 4males, mean age 58.7years, suffering from severe (NRS 
80-100), refractory pain were randomly allocated in two groups with an alternative pattern of 1:1. Patients received twice a 
daily amount of active treatment as oil, programming an up-titration of the minimal analgesic dose every 5days in absence 
of Adverse Events (AEs) related to treatment. The study protocol included the persistence of spinal cord stimulation with an 
implanted device for 4patients, and the possibility to receive a daily rescue dose of 50-100 mg of diclofenac or 8-16mg of 
methylprednisone. Opioids or other central active drugs were previously suspended. Up-titration of active drugs: Cannabis 
FM2oil (THC 7%/CBD 8%) and CBD oil (CBD 8%) was being suspended when stable analgesia was achieved (NRS decrease 
of 40% of the basal value at least. Pain perception was evaluated through the Numeric Rating Score (NRS).

Results: At the end of the titration, Group 1patients received 28.6mg of CBD daily in two administrations, while Group 
2patients received 35.8mg of CBD and 36.1of CBS. For both groups, it did not require to administrate rescue drugs. While 
patients of Group 1did not develop AEs, for 3patients of group 2was required the quitting of the up-titration. 

Discussion and conclusion: FBSS is often influenced by numerous factors that contribute to worsening the individual quality of 
life. Successful treatments are difficult to achieve. Albeit SCS can successfully induce analgesia initially, this has been observed 
to be relatively temporary, with the analgesia usually wearing out after 12to 24months. From the results obtained, the superior 
analgesia combined with the low incidence of adverse events suggests that cannabis-derived products may be a valuable 
therapeutic option for chronic refractory pain associated with FBSS, in comparison to other drug classes including opioids. 
The analysis of results confirms the positive effects of treatments with THC and CBD in patients with refractory FBSS pain. 
The results indicate that cannabinoid agonists (THC and CBD) can have significant analgesic capabilities for the treatment of 
chronic refractory pain of FBSS patients. The results suggest that Cannabis derived oils may represent an innovative and valid 
strategy to treat disabling symptoms in FBSS patients. Furthermore, in these patients, this treatment could positively contribute 
to improving the quality of life. The Cannabis derived oils could represent an alternative treatment strategy in FBSS patients 
with chronic and severe pain, refractory to neuromodulating techniques.


