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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: Indiana
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:

This 49-year-old male sustained an industrial injury on 5/14/99. He subsequently reported knee
pain. Diagnoses include right knee arthrosis with chondromalacia and right knee degenerative
joint disease. Treatments to date include x-ray and MRI testing, right knee arthroscopy, physical
therapy and prescription pain medications. The injured worker continues to experience right
knee pain. On examination, there is an antalgic gait. There was swelling, effusion and range of
motion was limited in flexion and extension. Palpation reveals tenderness of the hamstring and
over the lateral and medial aspects of the knee. A request for Ultracet, Prilosec, 1 prescription for
Flurbiprofen 20%, Baclofen 10%, Dexamethasone 2%, Hyaluronic Acid 0.2% in cream base, 8
acupuncture sessions and 1 TENS unit was made by the treating physician.

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

60 Ultracet 37.5/325mg: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment
Guidelines Opioids, criteria for use.




MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Opioids; Ultram page(s): 74-123. Decision based on Non-MTUS Citation Official Disability
Guidelines (ODG) Pain (Chronic) - Medications for acute pain (analgesics), Tramadol
(Ultram®).

Decision rationale: Ultracet is the brand name version of Tramadol and Tylenol. MTUS refers
to Tramadol/Tylenol in the context of opioids usage 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).” MTUS states regarding tramadol that "a therapeutic trial of opioids should
not be employed until the patient has failed a trial of non-opioid analgesics. Before initiating
therapy, the patient should set goals, and the continued use of opioids should be contingent on
meeting these goals.” ODG further states, "Tramadol is not recommended as a first-line oral
analgesic because of its inferior efficacy to a combination of Hydrocodone/ acetaminophen.™ The
treating physician did not provide sufficient documentation that the patient has failed a trial of
non-opioid analgesics at the time of prescription or in subsequent medical notes. Additionally,
no documentation was provided which discussed the setting of goals for the use of tramadol
prior to the initiation of this medication. As such, the request for Ultracet 37.5/325mg #60 is not
medically necessary.

60 Prilosec 20mg: Upheld

Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
NSAIDs, Gl symptoms & cardiovascular risk.

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
NSAIDS; Gl risk page(s): 68-69. Decision based on Non-MTUS Citation Official Disability
Guidelines (ODG) Pain (Chronic), NSAIDs, Gl symptoms & cardiovascular risk.

Decision rationale: MTUS states "determine if the patient is at risk for gastrointestinal events:
(1) age > 65 years; (2) history of peptic ulcer, Gl bleeding or perforation; (3) concurrent use of
ASA, corticosteroids, and/or an anticoagulant; or (4) high dose/multiple NSAID (e.g., NSAID +
low-dose ASA)." And "patients at intermediate risk for gastrointestinal events and no
cardiovascular disease: (1) A non-selective NSAID with either a PP1 (Proton Pump Inhibitor, for
example, 20 mg omeprazole daily) or misoprostol (200 &#130;g four times daily) or (2) a Cox-2
selective agent. Long-term PPI use (> 1 year) has been shown to increase the risk of hip fracture
(adjusted odds ratio 1.44)." The medical documents provided do not establish the patient has
having documented GI bleeding/perforation/peptic ulcer or other Gl risk factors as outlined in
MTUS. Additionally, there is no evidence provided to indicate the patient suffers from dyspepsia
because of the present medication regimen. As such, the request for Omeprazole 20mg

#60 is not medically necessary.



1 prescription for Flurbiprofen 20%, Baclofen 10%, Dexamthasone 2%, Hyaluronic
Acid 0.2% in cream base: 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
topical analgesics page(s): 111-113. Decision based on Non-MTUS Citation Official
Disability Guidelines (ODG) Pain, Compound creams.

Decision rationale: MTUS and ODG recommend usage of topical analgesics as an option, but
also further details "primarily recommended for neuropathic pain when trials of antidepressants
and anticonvulsants have failed." The medical documents do not indicate failure of
antidepressants or anticonvulsants. MTUS states, "there is little to no research to support the use
of many of these agents. Any compounded product that contains at least one drug (or drug class)
that is not recommended is not recommended.” MTUS states that the only FDA- approved
NSAID medication for topical use includes diclofenac, which is indicated for relief of
osteoarthritis pain in joints. Flurbiprofen would not be indicated for topical use in this case.
Therefore, the request is not medically necessary.

8 acupuncture sessions: Upheld

Claims Administrator guideline: Decision based on MTUS Acupuncture
Treatment Guidelines.

MAXIMUS guideline: Decision based on MTUS Acupuncture Treatment Guidelines. Decision
based on Non-MTUS Citation Official Disability Guidelines (ODG) Knee & Leg (Acute &
Chronic), Acupuncture.

Decision rationale: MTUS state "acupuncture is used as an option when pain medication is
reduced or not tolerated, it may be used as an adjunct to physical rehabilitation and/or surgical
intervention to hasten functional recovery.” The treating physician did not provide detail
regarding patient's increase or decrease in pain medication. Further, there was no evidence to
support that this treatment would be utilized as an adjunct to physical rehabilitation or surgical
intervention to hasten functional recovery. Additionally, medical documents do not indicate that
pain medications are not tolerated. ODG states regarding knee acupuncture, "recommended as an
option for osteoarthritis, but benefits are limited." ODG further details the quantity: initial trial of
3-4 visits over 2 weeks; with evidence of objective functional improvement, total of up to 8-12
visits over 4-6 weeks (Note: The evidence is inconclusive for repeating this procedure beyond an
initial short course of therapy). The patient has already undergoing some sessions of
acupuncture. Per guidelines, the maximum number of visits is 12 sessions. The requested
number of sessions, in addition to the prior sessions, would exceed the guidelines. As such, the
request for Continued Acupuncture x 8 is not medically necessary.

1 TENS unit: Upheld



Claims Administrator guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
TENS, chronic pain (transcutaneous electrical nerve stimulation).

MAXIMUS guideline: Decision based on MTUS Chronic Pain Treatment Guidelines
Interferential Current Stimulation, Transcutaneous electrotherapy page(s): 54-120. Decision
based on Non-MTUS Citation Official Disability Guidelines (ODG) Pain, TENS chronic pain
(transcutaneous electrical nerve stimulation).

Decision rationale: MTUS states regarding TENSs unit, "not recommended as a primary
treatment modality, but a one-month home-based TENS trial may be considered as a noninvasive
conservative option, if used as an adjunct to a program of evidence-based functional restoration,
for the conditions described below."” For pain, MTUS and ODG recommend TENS (with
caveats) for neuropathic pain, phantom limp pain and CRPSI|, spasticity, and multiple sclerosis.
The medical records do not indicate any of the previous conditions. ODG further outlines
recommendations for specific body parts: low back: not recommended as an isolated
intervention; knee: recommended as an option for osteoarthritis as adjunct treatment to a
therapeutic exercise program; neck: not recommended as a primary treatment modality for use in
whiplash-associated disorders, acute mechanical neck disease or chronic neck disorders with
radicular findings; ankle and foot: not recommended; elbow: not recommended; forearm, wrist
and hand: not recommended; shoulder: recommended for post-stroke rehabilitation. Medical
records do not indicate conditions of the low back, knee, neck, ankle, elbow, or shoulders that
meet guidelines. Of note, medical records do not indicate knee osteoarthritis. ODG further
details criteria for the use of TENS for Chronic intractable pain (for the conditions noted above):
(1) documentation of pain of at least three months duration (2) there is evidence that other
appropriate pain modalities have been tried (including medication) and failed (3) a one-month
trial period of the TENS unit should be documented (as an adjunct to ongoing treatment
modalities within a functional restoration approach) with documentation of how often the unit
was used, as well as outcomes in terms of pain relief and function; rental would be preferred
over purchase during this trial (4) other ongoing pain treatment should also be documented
during the trial period including medication usage (5) a treatment plan including the specific
short- and long-term goals of treatment with the TENS unit should be submitted (6) after a
successful 1- month trial, continued TENS treatment may be recommended if the physician
documents that the patient is likely to derive significant therapeutic benefit from continuous use
of the unit over a long period of time. At this point purchase would be preferred over rental (7)
use for acute pain (less than three months duration) other than post-operative pain is not
recommended (8) a 2-lead unit is generally recommended,; if a 4-lead unit is recommended, there
must be documentation of why this is necessary The medical records do not satisfy the several
criteria for selection specifically, lack of documented 1-month trial, lack of documented short-
long term treatment goals with TENS unit, and unit use for acute (less than three months) pain.
As such, the request for 1 Tens Unit is not medically necessary.



