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HOW THE IMR FINAL DETERMINATION WAS MADE

MAXIMUS Federal Services sent the complete case file to a physician reviewer. He/she has no
affiliation with the employer, employee, providers or the claims administrator. The physician
reviewer is Board Certified in Family Practice, has a subspecialty in Pain Management and is
licensed to practice in California. 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 physician 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/services. He/she is familiar with governing laws and regulations, including the strength of
evidence hierarchy that applies to Independent Medical Review determinations.

CLINICAL CASE SUMMARY

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

This is a 50-year-old diabetic male sustained work-related knee injury on 4/28/11. An MRI of the
knee showed a medial meniscal tear and anterior cruciate ligament rupture. Orthopedic
evaluation in Nov 2012 recommended ACL reconstruction, partial meniscectomy and
chondroplasty. He was prescribed Anaprox (NSAID) as well as Prilosec to reduce gastritis. The
surgery was performed on January 2013. He had therapy and monthly refills of Anaprox after
surgery. He had a second knee surgery of the left knee due to compensation of surgery on the
right knee in June 2013 which involved a partial menisectomy, chondroplasty and synovectomy.
Anaprox was continued for another few months along with therapy. An evaluation on 7/30/13
indicated he had 70% improvement after surgery. Due to continued pain , he was continued on
Anaprox and Prilosec. Ultram (Toradol ER 150 mg qd) was added for pain relief. On Sept. 16
2013 he had90% improvement since surgery but still had intermittent pain. At that point
diclofenac extended release was given and was continued on his Prilosec as well as Tramadol.

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

Diclofenac XR 100mg #30: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Diclofenac (Voltaren).




MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines NSAIDs
Page(s): 67.

Decision rationale: According to the MTUS guidelines: Osteoarthritis (including knee and hip):
Recommended at the lowest dose for the shortest period in patients with moderate to severe pain.
Acetaminophen may be considered for initial therapy for patients with mild to moderate pain,
and in particular, for those with gastrointestinal, cardiovascular or renovascular risk factors.
NSAIDs appear to be superior to acetaminophen, particularly for patients with moderate to
severe pain. There is no evidence to recommend one drug in this class over another based on
efficacy. In particular, there appears to be no difference between traditional NSAIDs and COX-2
NSAIDs in terms of pain relief. The main concern of selection is based on adverse effects. COX-
2 NSAIDs have fewer Gl side effects at the risk of increased cardiovascular side effects,
although the FDA has concluded that long-term clinical trials are best interpreted to suggest that
cardiovascular risk occurs with all NSAIDs and is a class effect (with naproxyn being the safest
drug). There is no evidence of long-term effectiveness for pain or function. Diclofenac XR like
Anaprox is an NSAID . The claimant has been on such medications for over 8 months. There is
no documentation of Acetaminophen failure. Since the claimant reached a plateau on NSAID
alternated therapy can be considered and therefore Diclofenac is not medically necessary.

Omeprazole 20mg #60: Upheld

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence
for its decision.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines NSAIDS
Page(s): 68-609.

Decision rationale: According to the MTUS guidelines, Prilosec is a proton pump inhibitor that
is to be used with NSAIDs for those with high risk of Gl events such as bleeding, perforation,
and concurrent anticoagulation/anti-platelet use. In this case, there is no documentation of Gl
events or antiplatelet use that would place the claimant at risk. Furthermore, the continued use of
NSAIDs as above is not medically necessary. Therefore, the continued use of Prilosec is not
medically necessary.

Tramadol ER 150mg #30: Upheld

Claims Administrator guideline: The Claims Administrator did not cite any medical evidence
for its decision.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines Tramadol
Page(s): 82-94.

Decision rationale: According to the MTUS guidelines: Opioid analgesics and Tramadol have
been suggested as a second-line treatment (alone or in combination with first-line drugs). A
recent consensus guideline stated that opioids could be considered first-line therapy for the
following circumstances: (1) prompt pain relief while titrating a first-line drug; (2) treatment of



episodic exacerbations of severe pain; [&] (3) treatment of neuropathic cancer pain. Tramadol
is a synthetic opioid affecting the central nervous system. The immediate release formulation is
recommended at a dose of 50 to 100mg PO every 4 to 6 hours (not to exceed 400mg/day). This
dose is recommended after titrating patients up from 100mg/day, with dosing being increased
every 3 days as tolerated. For patients in need of immediate pain relief, which outweighs the risk
of non-tolerability the initial starting dose, may be 50mg to 100mg every 4 to 6 hours (max
400mg/day). Ultram ERA®: Patient currently not on immediate release tramadol should be
started at a dose of 100mg once daily. The dose should be titrated upwards by 100mg increments
if needed (Max dose 300mg/day). Patients currently on immediate release tramdadol, calculate
the 24-hour dose of IR and initiate a total daily dose of ER rounded to the next lowest 100mg
increment (Max dose 300mg/day). Not recommended as a first-line therapy for osteoarthritis.
Short-term use: Recommended on a trial basis for short-term use after there has been evidence of
failure of first-line non-pharmacologic and medication options (such as acetaminophen or
NSAIDs) and when there is evidence of moderate to severe pain. Also recommended for a trial if
there is evidence of contraindications for use of first-line medications. Weak opioids should be
considered at initiation of treatment with this class of drugs (such as Tramadol,
Tramadol/acetaminophen, hydrocodone and codeine), and stronger opioids are only
recommended for treatment of severe pain under exceptional circumstances (oxymorphone,
oxycodone, hydromorphone, fentanyl, morphine sulfate). Benefits of opioids are limited by
frequent side effects (including nausea, constipation, dizziness, somnolence and vomiting).
(Stitik, 2006) (Avouac, 2007) (Zhang, 2008) In this case, the claimant was started on a higher
dose extended release opioid. There was no titration involved or documentation of prior
acetaminophen use. As a result Toradol extended release is not medically necessary.



