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HOW THE IMR FINAL DETERMINATION WAS MADE

MAXIMUS Federal Services sent the complete case file to an expert reviewer. He/she has no
affiliation with the employer, employee, providers or the claims administrator. He/she has been
in active clinical practice for more than five years and is currently working at least 24 hours a
week in active practice. The expert reviewer was selected based on his/her clinical experience,
education, background, and expertise in the same or similar specialties that evaluate and/or treat
the medical condition and disputed items/Service. He/she is familiar with governing laws and
regulations, including the strength of evidence hierarchy that applies to Independent Medical
Review determinations.

The Expert Reviewer has the following credentials:
State(s) of Licensure: California
Certification(s)/Specialty: Preventive Medicine, Occupational Medicine

CLINICAL CASE SUMMARY

The expert reviewer developed the following clinical case summary based on a review of the
case file, including all medical records:

The injured worker is a 53 year old male who sustained an industrial injury on 09/18/13. Initial
complaints and diagnoses are not available. Treatments to date include medications, knee
arthroscopy, and physical therapy. Diagnostic studies include a MRI of the knee. Current
complaints include chronic right knee pain, rated at 3/10. Current diagnoses include pain in the
joint lower leg, and long term use of medications. In a progress note dated 05/04/15 the treating
provider reports the plan of care as medications including Buprenorphine and Pennsaid. The
requested treatment includes Pennsaid.

IMR ISSUES, DECISIONS AND RATIONALES
The Final Determination was based on decisions for the disputed items/services set forth below:

Pennsaid 2 percent pump 20mg/g/actuation (2 percent) apply right knee 3 times/day #1:
Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Topical Analgesics Page(s): 111-112.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Topical
Analgesics Section Page(s): 111-113. Decision based on Non-MTUS Citation Official Disability
Guidelines (ODG) Pain Chapter/Pennsaid (Diflofenac Sodium Topical Solution) Section.




Decision rationale: Per the MTUS Guidelines, the use of topical analgesics is recommended as
an option for some agents. Topical NSAIDs have been shown in meta-analysis to be superior to
placebo during the first 2 weeks of treatment for osteoarthritis, but either not afterward, or with a
diminishing effect over another 2-week period. When investigated specifically for osteoarthritis
of the knee, topical NSAIDs have been shown to be superior to placebo for 4 to 12 weeks. Per
the ODG, Pennsaid is not recommended as a first-line treatment. Topical diclofenac is
recommended for osteoarthritis after failure of an oral NSAID or contraindications to oral
NSAIDs, and after considering the increased risk profile with diclofenac, including topical
formulations. In studies Pennsaid was as effective as oral diclofenac, but was much better
tolerated. FDA approved Pennsaid Topical Solution in 2009 for the treatment of the signs and
symptoms of osteoarthritis of the knee, and the FDA requires a Risk Evaluation and Mitigation
Strategy (REMS) from the manufacturer to ensure that the benefits of this drug outweigh its
risks. The available documentation does not provide evidence of failure with first-line agents,
therefore, the request for Pennsaid 2 percent pump 20mg/g/actuation (2 percent) apply right knee
3 times/day #1 is determined to not be medically necessary.



