Clinical Study Detail
on FzioMed’s adhesion barrier gel for spine surgery (available under the brand names Oxiplex®,
Oxiplex®/SP and MediShield™).

Pivotal Clinical Study Detail1,2,3,4
Results provided are from a prospective, multi-center, randomized, third-party blinded, parallel group
352-patient U.S. pivotal clinical study comparing Oxiplex-treated patients (n=177) to surgery only
patients (n=175), to assess the safety and effectiveness of Oxiplex spine gel to reduce postsurgical pain
in patients undergoing their first single-level laminotomy, laminectomy, or discectomy at L4-L5 or L5-S1.
All subjects underwent lumbar disc surgery (standard laminotomy, laminectomy and discectomy).
Patients were randomly selected to receive surgery only (Control group) or surgery plus Oxiplex gel
(Oxiplex group) placed on and around the dura and nerve root prior to wound closure. The
effectiveness of Oxiplex for the reduction of pain and associated symptoms was assessed at baseline
(before surgery) and at 1, 3 and 6 months following surgery using quality of life measure Lumbar Spine
Outcomes Questionnaire (LSOQ) (Ben Debba et al5) and clinical evaluations.
•

•

In challenging patients with severe baseline back pain (Oxiplex n=78, Controls n=78), Oxiplextreated patients at 6 months post-surgery had:
•

Greater improvement in Leg Pain – Subjects in the Oxiplex group experienced 35% greater
reduction in leg pain compared to surgery only Control subjects (p=0.355).

•

Greater improvement in Back Pain – Subjects in the Oxiplex group experienced 28% greater
reduction in back pain compared to surgery only Controls (p=0.0307).

•

Greater level of Satisfaction – more subjects in the Oxiplex group were satisfied with the
outcome of their surgical treatment than subjects in the Control group (p=0.0456).

In all patients (Oxiplex N=177, Controls N=175), Oxiplex-treated patients at 6 months post-surgery
had:
•

Fewer reoperations – subjects in the Oxiplex group had fewer reoperations during the 6month follow-up than subjects in the Control group (Oxiplex 1 reoperation vs. Control group
6 reoperations).

•

Fewer neurological symptoms – Neurologic dysfunction was less commonly reported in
Oxiplex subjects compared with Control subjects. Hypoaesthesia was reported in 10.2%
(n=18) of Oxiplex-treated subjects compared to 14.9% (n=26) of Control subjects. There
were no subjects in the Oxiplex group with a CSF leak compared to one in the Control group.

•

Fewer musculoskeletal abnormalities – Oxiplex subjects had fewer abnormal
musculoskeletal physical exams than Control subjects (15.7% vs. 24.3%, respectively).

Safety Profile
In the prospective, multi-center, randomized, third-party blinded parallel-group, 352-patient U.S. pivotal
clinical trial comparing Oxiplex-treated patients (n=177) to surgery only (n=175), to assess the safety and
effectiveness of Oxiplex spine gel to reduce postsurgical pain in patients undergoing single-level
laminotomy, laminectomy, or discectomy at L4-L5 or L5-S1.
•

In all study patients (Oxiplex N=177, Controls N=175) there were:
•

No significant difference in adverse events and serious adverse events between Oxiplex &
Control groups. No adverse events led to discontinuation of any subject or discontinuation
of the study.

•

No serious adverse events related to Oxiplex.

•

Fewer neurological abnormalities in Oxiplex group compared to Control group.

•

Fewer musculoskeletal abnormalities in Oxiplex group compared to Control group.

•

Fewer reoperations in Oxiplex group compared to Control group (1 vs. 6).

In independent studies, excellent safety related to the use of CMC/PEO spine gels.6,7,8,9
In pre-clinical studies, reduction of epidural fibrosis was accompanied by normal bone healing and
CMC/PEO gels did not inhibit dural healing.10,11
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