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IRO CASE #:

DESCRIPTION OF THE SERVICE OR SERVICES IN DISPUTE
Office visit and Medication

A DESCRIPTION OF THE QUALIFICATIONS FOR EACH PHYSICIAN OR
OTHER HEALTH CARE PROVIDER WHO REVIEWED THE DECISION
Board Certified in Physical Medicine and Rehabilitation

Subspecialty Board Certified in Pain Management

REVIEW OUTCOME

Upon independent review the reviewer finds that the previous adverse
determination/adverse determinations should be:

[ ] Upheld (Agree)
X] Overturned (Disagree)

[ ] Partially Overturned  (Agree in part/Disagree in part)

PATIENT CLINICAL HISTORY [SUMMARY]:

This is a xx year old man reportedly reinjured his left shoulder on . He had a prior rotator
cuff repair. He subsequently had an MRI (6/3/04) that showed no new tear, but
supraspinatus atrophy. subacromial bursitsi and AC hypertrophy. Dr. saw him in June
2004 and treated him for impingement. Electrodiagnostic studies showed unrelated
bilateral carpal tunnel syndrome. He underwent a subacromial decompression (6/04). He
continued to have pain. An MRI done on 11/4/05 described tendinits and AC fluid. Dr.
did a peer review, but page 3 was difficult to read. Dr. planned to taper the opiates. Dr.
described his request for Lortab or codeine. He wrote “I get a strong impression that he
is interested in that medication. If he continues to desire that type of medication. |
strongly recommend that we refer him to pain control...”He continue to received Lorcet
refills. The chart descried him as getting different amounts during different months, but
these generally fell into 3 or 4 a day of usage of either Lortab or Lorcet. Several progress
notes describe him as having “Ongoing pain fairly well controlled with current regimen.”.
The most recent note was 6/5/08. A review documented the control of the pain with



Lortab, but questioned its use with unspecified shoulder injury. There was a denial of the
medications and future office vistis.

ANALYSIS AND EXPLANATION OF THE DECISION INCLUDE

CLINICAL BASIS, FINDINGS AND CONCLUSIONS USED TO SUPPORT
THE DECISION.

The issue is whether it is appropriate and medically necessary to continue the use of the
medications. It appears he takes these at 3-4 a day. This is turn would provide an upper
limit of acetaminophen of 3gms a day. This begins to reach the critical level for liver
involvement for APAP.

Dr. ’s comments suggest that this man demonstrated pseudoaddiciton. This is a state
resembling addiction, but medication use or increased demand drops when adequate pain
relief is given. The fact that his dosing had not changed over 3 years suggests that
pseudoaddicition was the issue.

The chronic use of opiates has been debated with both opponents and proponents present.

Both the American Pain Society and American Academy of Pain Management have
position papers on the use of opiates in chronic benign pain. Patient evaluation is
necessary. This man had a thorough evaluation. The etiology of the pain was never
completely determined. That does not mean he has no pain. He clearly had his pain
controlled.

“AAPM and APS believe that guidelines for prescribing opioids should be an extension
of the basic principles of good professional practice.” This includes patient evaluation,
reevalution, and a period review of efficacy. “Attention should be given to the possibility
of a decrease in global function or quality of life as a result of opioid use.” This appears
to be the current state from the material reviewd.

Further “Opioids are not the drug of choice for chronic non-cancer pain, but in an
appropriate clinical setting, oral opioids are currently considered an acceptable medical
intervention for chronic benign painful conditions..” The Workers’ Compensation Board

of British Columbia.

The WHO ladder recognizes the role of opiates for pain refractory to other treatment
options.

The following are from several sections of the ODG: The etiology of the pain is not clear,
but is probably mechanical or arthritic. There is no formal grading of the pain and there
is no screening (eg urine) for diversion. His ongoing use of the medications places him
beyond a trial basis. He has reported benefit from the medications. There were no
descriptions of adverse outcomes, diversion or psychological issues. A key point in the
ODG is the instructions not to reduce an effective dose.

Follow up visits can vary with patient need. The ODG advises 1-6 months. The DEA
implied more frequent visits. A recent letter from DPS

Opioids for chronic pain



Recommendations for general conditions: ...

- Osteoarthritis: Not recommended as a first-line therapy. If used on a long-term basis, the criteria

for use of opioids should be followed. See Opioids for osteoarthritis for citations.

- Nociceptive pain: Recommended as the standard of care for treatment of moderate or severe
nociceptive pain (defined as pain that is presumed to be maintained by continual injury, with the most
common example being pain secondary to cancer).

- Mechanical and compressive etiologies: rarely beneficial.

Chronic pain can have a mixed physiologic etiology of both neuropathic and nociceptive components. In
most cases, analgesic treatment should begin with acetaminophen, aspirin, and NSAIDs (as suggested by
the WHO step-wise algorithm). When these drugs do not satisfactorily reduce pain, opioids for
moderate to moderately severe pain may be added to (not substituted for) the less efficacious drugs.
A major concern about the use of opioids for chronic pain is that most randomized controlled trials have
been limited to a short-term period (<70 days). This leads to a concern about confounding issues such as
tolerance, opioid-induced hyperalgesia, long-range adverse effects such as hypogonadism and/or opioid
abuse, and the influence of placebo as a variable for treatment effect. (Ballantyne, 2006) (Furlan, 2006)
Long-term, observational studies have found that treatment with opioids tends to provide improvement in
function and minimal risk of addiction, but many of these studies include a high dropout rate (56% in a
2004 meta-analysis). (Kalso, 2004) There is also no evidence that opioids showed long-term benefit or
improvement in function when used as treatment for chronic back pain. (Martell-Annals, 2007) Current
studies suggest that the “upper limit of normal” for opioids prior to evaluation with a pain specialist for the
need for possible continuation of treatment, escalation of dose, or possible weaning, is in a range from 120-
180 mg morphine equivalents a day. (Ballantyne, 2006) (AMDG, 2007)

There are several proposed guidelines for the use of opioids for chronic non-malignant pain, but
these have not been evaluated in clinical practice, and selection of the patient that will best

respond to this treatment modality remains difficult. (Nicholas, 2006) (Stein, 2000) One of the most
recent of

these guidelines is the Agency Medical Director’s Group (AMDG) Guidelines from Washington State. This
guideline includes an opioid dosing calculator. (AMDG, 2007)

Outcomes measures: It is now suggested that rather than simply focus on pain severity, improvements in

a wide range of outcomes should be evaluated, including measures of functioning, appropriate medication
use, and side effects. Measures of pain assessment that allow for evaluation of the efficacy of opioids
and whether their use should be maintained include the following: current pain; the least reported
pain over the period since last assessment; average pain; intensity of pain after taking the opioid;
how long it takes for pain relief; and how long pain relief lasts. (Nicholas, 2006) (Ballantyne, 2006) A
recent epidemiologic study found that opioid treatment for chronic non-malignant pain did not seem to
fulfill any of key outcome goals including pain relief, improved quality of life, and/or improved

functional capacity. (Eriksen, 2006)

Tolerance and addiction: Opioid tolerance develops with the repeated use of opioids and brings about the
need to increase the dose and may lead to sensitization. It is now clear that analgesia may not occur with
open-ended escalation of opioids. It has also become apparent that analgesia is not always sustained
over time, and that pain may be improved with weaning of opioids. (Ballantyne, 2006) (Ballantyne,
2003) See Substance abuse (tolerance, dependence, addiction).

Behavior reinforcement: A major concern in the use of opioids has been that a focus on this treatment
without coordination with other modalities, such as psychosocial or behavioral therapy, may simply
reinforce pain-related behavior, ultimately undermining rehabilitation that has been targeted at

functional

restoration. (Ontario, 2000) It has been shown that pain behavior can be reinforced by the prescribing of
opioids, generally on an unintentional basis by the patient. (Fordyce, 1991)

Overall treatment suggestions: Current guidelines suggest the following:

- A trial of opioids as a first step in treatment, and the steps involved are outlined in the Criteria for
Use of Opioids. The trial includes an initiation phase that involves selection of the opioid and initial
dose. (VA/DoD, 2003)

- There is then a titration phase that includes dose adjustment. At this phase it may be determined
that opioids are not achieving the desired outcomes, and they should be discontinued.

- The final stage is the maintenance phase. If pain worsens during this phase the differential to evaluate
includes disease progression, increased activity, and/or new or increased pre-existing psychosocial factors
that influence pain. In addition, the patient may develop hyperalgesia, tolerance, dependence or actual
addiction.

(Washington, 2002) (Colorado, 2002) (Ontario, 2000) (VA/DoD, 2003) (Maddox-AAPM/APS, 1997)
(Wisconsin, 2004) (Warfield, 2004) See Substance abuse (tolerance, dependence, addiction). See also
Implantable pumps for narcotics. See also Opioids in the Low Back Chapter. See Criteria for Use of




Opioids.

Opioids, long-term assessment

CRITERIA FOR USE OF OPIOIDS
Long-term Users of Opioids (6-months or more)

1) Re-assess

(a) Has the diagnosis changed?

(b) What other medications is the patient taking? Are they effective, producing side effects?

(c) What treatments have been attempted since the use of opioids? Have they been effective? For how
long?

(d) Document pain and functional improvement and compare to baseline. Satisfactory response to
treatment may be indicated by the patient’s decreased pain, increased level of function, or improved
quality of life. Information from family members or other caregivers should be considered in determining
the patient's response to treatment. Pain should be assessed at each visit, and functioning should be
measured at 6-month intervals using a numerical scale or validated instrument.

(e) Document adverse effects: constipation, nausea, vomiting, headache, dyspepsia, pruritis,

dizziness, fatigue, dry mouth, sweating, hyperalgesia, sexual dysfunction, and sedation.

(f) Does the patient appear to need a psychological consultation? Issues to examine would include
motivation, attitude about pain/work, return-to-work, social life including interpersonal and work-

related

relationships.

(9) Is there indication for a screening instrument for abuse/addiction. See Substance Abuse Screening.

2) Strategy for maintenance

(a) Do not attempt to lower the dose if it is working

(b) Supplemental doses of break-through medication may be required for incidental pain, end-of dose pain,
and pain that occurs with predictable situations. This can be determined by information that the patient
provides from a pain diary or evaluation of additional need for supplemental medication.

(c) The standard increase in dose is 25 to 50% for mild pain and 50 to 100% for severe pain (Wisconsin)
3) Visit Frequency

(a) There is no set visit frequency. This should be adjusted to the patient’s need for evaluation of
adverse effects, pain status, and appropriate use of medication, with recommended duration between
visits from 1 to 6 months.

(Washington, 2002) (Colorado, 2002) (Ontario, 2000) (VA/DoD, 2003) (Maddox-AAPM/APS, 1997)
(Wisconsin, 2004) (Warfield, 2004)

Opioids, steps to avoid misuse/addiction

The following are steps to avoid misuse of opioids, and in particular, for those at high risk of abuse:

a) Opioid therapy contracts. See Guidelines for Pain Treatment

Agreement. b) Limitation of prescribing and filling of prescriptions to one

pharmacy.

¢) Frequent random urine toxicology screens.

d) Frequent evaluation of clinical history, including questions about cravings for the former drug of abuse
(a potential early sign of relapse).

e) Frequent review of medications (including electronic medical record evaluation when available and pill
counts at each visit, brought in the original bottle from the pharmacy).

f) Communication with pharmacists.

g) Communication with previous providers and other current providers, with evidence of obtaining medical
records. (It has been recommended that opioids should not be prescribed on a first visit until this step has
been undertaken.)

h) Evidence of participation in a recovery program (12-step or follow-up with a substance abuse
counselor), such as speaking to his/her sponsor for the 12-step program.

i) Establishment of goals of treatment that can be realistically achieved.

j) Initiation of appropriate non-opioid adjunct medications and exercise programs.




k) Utilize careful documentation, and in particular, that which is recommended in the State in
which opioids are prescribed.

I) Incorporate family and friends for support and education.

(Chabel,1997) (Michna,2004) (Weaver,2002)

Opioids, screening for risk of addiction (tests)

Recommend screening for the risk of addiction prior to initiating opioid therapy. It is important to attempt
to identify individuals who have the potential to develop aberrant drug use both prior to the prescribing of
opioids and while actively undergoing this treatment. Most screening occurs after the claimant is already on
opioids on a chronic basis, and consists of screens for aberrant behavior/misuse. Recommended screening
instruments include the following:

1) The CAGE Questionnaire: (Brown, 1995) The most widely used screening tool prior to starting opioids
is the CAGE questionnaire.

(a) Have you ever felt the need to cut down on your drinking or drug use?

(b) Have people annoyed you by criticizing your drinking or drug use?

(c) Have you ever felt bad or guilty about your drinking or drug use?

(d) Have you ever needed an eye opener the first thing in the morning to settle your nerves?

2) Cyr-Wartman Screen: (Cyr, 1988)

(a) Have you ever had a problem with alcohol (or drugs)?

(b) When was your last drink (or drugs)?

3) Skinner Trauma Screen (Skinner, 1984) Since your 18" birthday, have you

(a) Had any fractures or dislocations to your bones or joints?

(b) Been injured in a road traffic accident?

(c) Injured your head?

(d) Been injured in an assault or fight (excluding injuries from sports)?

(e) Been injured after drinking?

4) The Screener and Opioid Assessment for Patients with Pain (SOAPP) (Akbik, 2006) A brief self-report
measure to capture important information in order to identify which chronic pain patients may be at risk for
problems with long-term opioid medications. The cutoff score has been found with a positive answer of 8

or higher. Five factors were identified on factor analysis labeled (1) history of substance abuse; (2) legal
problems; (3) craving medication; (4) heavy smoking; & (5) mood swings.

It is important to note that being at risk does not necessarily indicate that a patient will develop an
addiction disorder, or is addicted.

5) Opioid Risk Tool (Kahan, 2006) A brief self-report tool that addresses five factors: (1) Family history of
substance abuse; (2) Personal history of substance abuse; (3) Age (between 16 and 45 years); (4) History of
preadolescent sexual abuse in females; & (5) Psychiatric history (ADD, OCD, bipolar, schizophrenia, and
depression). The tool is gender specific.

A history of an addiction disorder does not preclude a patient from being treated with opioids. (Savage
1999) (Portenoy, 1996)

Opioids, criteria for use

CRITERIA FOR USE OF OPIOIDS
Therapeutic Trial of Opioids

1) Establish a Treatment Plan. The use of opioids should be part of a treatment plan that is tailored to the
patient. Questions to ask prior to starting therapy:

(a) Are there reasonable alternatives to treatment, and have these been tried?

(b) Is the patient likely to improve? Examples: Was there improvement on opioid treatment in the acute and
subacute phases? Were there trials of other treatment, including non-opioid medications?

(c) Is there likelihood of abuse or an adverse outcome? See Substance abuse (tolerance, dependence,
addiction).

(d) Ask about Red Flags indicating that opioids may not be helpful in the chronic phase: (1) Little or

no relief with opioid therapy in the acute and subacute phases. (2) The patient has had a psychological
evaluation and has been given a diagnosis of somatoform disorder. (3) The patient has been given a
diagnosis in one of the particular diagnostic categories that have not been shown to have good success with
opioid therapy: conversion disorder; somatization disorder; pain disorder associated with psychological
factors (such as anxiety or depression).




(e) When the patient is requesting opioid medications for their pain and inconsistencies are identified in
the history, presentation, behaviors or physical findings, physicians and surgeons who make a clinical
decision to withhold opioid medications should document the basis for their decision.

2) Steps to Take Before a Therapeutic Trial of Opioids:

(a) Attempt to determine if the pain is nociceptive or neuropathic. Also attempt to determine if there are
underlying contributing psychological issues. Neuropathic pain may require higher doses of opioids, and
opioids are not generally recommended as a first-line therapy for some neuropathic pain.

(b) A therapeutic trial of opioids should not be employed until the patient has failed a trial of non-

opioid analgesics.

(c) Before initiating therapy, the patient should set goals, and the continued use of opioids should

be contingent on meeting these goals.

(d) Baseline pain and functional assessments should be made. Function should include social, physical,
psychological, daily and work activities, and should be performed using a validated instrument or
numerical rating scale. See Function Measures.

(e) Pain related assessment should include history of pain treatment and effect of pain and function.
(f) Assess the likelihood that the patient could be weaned from opioids if there is no improvement in pain
and function.

(9) The patient should have at least one physical and psychosocial assessment by the treating doctor (and a
possible second opinion by a specialist) to assess whether a trial of opioids should occur. When subjective
complaints do not correlate with imaging studies and/or physical findings and/or when psychosocial issue
concerns exist, a second opinion with a pain specialist and a psychological assessment should be obtained.
(h) The physician and surgeon should discuss the risks and benefits of the use of controlled substances and
other treatment modalities with the patient, caregiver or guardian.

(i) A written consent or pain agreement for chronic use is not required but may make it easier for the
physician and surgeon to document patient education, the treatment plan, and the informed consent.
Patient, guardian, and caregiver attitudes about medicines may influence the patient's use of

medications for relief from pain. See Guidelines for Pain Treatment Agreement. This should include
the consequences of non-adherence.

(j) Consider the use of a urine drug screen to assess for the use or the presence of illegal drugs.

3) Initiating Therapy

(a) Intermittent pain: Start with a short-acting opioid trying one medication at a time.

(b) Continuous pain: extended-release opioids are recommended. Patients on this modality may require a
dose of “rescue” opioids. The need for extra opioid can be a guide to determine the sustained release dose
required.

(c) Only change 1 drug at a time.

(d) Prophylactic treatment of constipation should be initiated.

(e) If partial analgesia is not obtained, opioids should be discontinued.

4) On-Going Management. Actions Should Include:

(a) Prescriptions from a single practitioner taken as directed, and all prescriptions from a single
pharmacy.

(b) The lowest possible dose should be prescribed to improve pain and function.

(c) Office: Ongoing review and documentation of pain relief, functional status, appropriate
medication use, and side effects. Pain assessment should include: current pain; the least reported
pain over the period since last assessment; average pain; intensity of pain after taking the opioid;
how long it takes for pain relief; and how long pain relief lasts. Satisfactory response to treatment
may be indicated by the patient's decreased pain, increased level of function, or improved quality of
life. Information from family members or other caregivers should be considered in determining the
patient’s response to treatment. The 4 A's for Ongoing Monitoring: Four domains have been
proposed as most relevant for ongoing monitoring of chronic pain patients on opioids: pain relief,
side effects, physical and psychosocial functioning, and the occurrence of any potentially aberrant (or
nonadherent) drug-related behaviors. These domains have been summarized as the "4 A's"
(analgesia, activities of daily living, adverse side effects, and aberrant drug-taking behaviors). The
monitoring of these outcomes over time should affect therapeutic decisions and provide a framework
for documentation of the clinical use of these controlled drugs. (Passik. 2000)

(d) Home: To aid in pain and functioning assessment, the patient should be requested to keep a pain dairy
that includes entries such as pain triggers, and incidence of end-of-dose pain. It should be emphasized that
using this diary will help in tailoring the opioid dose. This should not be a requirement for pain
management.

(e) Use of drug screening or inpatient treatment with issues of abuse, addiction, or poor pain control.
(f) Documentation of misuse of medications (doctor-shopping, uncontrolled drug escalation, drug
diversion).



(9) Continuing review of overall situation with regard to nonopioid means of pain control.

(h) Consideration of a consultation with a multidisciplinary pain clinic if doses of opioids are
required beyond what is usually required for the condition or pain does not improve on opioids in 3
months. Consider a psych consult if there is evidence of depression, anxiety or irritability. Consider
an addiction medicine consult if there is evidence of substance misuse.

5) Recommended Frequency of Visits While in the Trial Phase (first 6 months):

(a) Every 2 weeks for the first 2 to 4 months

(b) Then at approximate 1 % to 2-month intervals

Note: According to the California Medical Board Guidelines for Prescribing Controlled Substances for
Pain, patients with pain who are managed with controlled substances should be seen monthly, quarterly,
or semiannually as required by the standard of care. (California, 1994)

6) When to Discontinue Opioids: See Opioid hyperalgesia. Also see Weaning of Medications. Prior to
discontinuing, it should be determined that the patient has not had treatment failure due to causes that can
be corrected such as under-dosing or inappropriate dosing schedule. Weaning should occur under direct
ongoing medical supervision as a slow taper except for the below mentioned possible indications for
immediate discontinuation. The patient should not be abandoned.

(a) If there is no overall improvement in function, unless there are extenuating circumstances

(b) Continuing pain with the evidence of intolerable adverse effects

(c) Decrease in functioning

(d) Resolution of pain

(e) If serious non-adherence is occurring

(f) The patient requests discontinuing

(9) Immediate discontinuation has been suggested for: evidence of illegal activity including diversion,
prescription forgery, or stealing; the patient is involved in a motor vehicle accident and/or arrest related to
opioids, illicit drugs and/or alcohol; intentional suicide attempt; aggressive or threatening behavior in the
clinic. It is suggested that a patient be given a 30-day supply of medications (to facilitate finding other
treatment) or be started on a slow weaning schedule if a decision is made by the physician to terminate
prescribing of opioids/controlled substances.

(h) Many physicians will allow one “slip” from a medication contract without immediate termination of
opioids/controlled substances, with the consequences being a re-discussion of the clinic policy on
controlled substances, including the consequences of repeat violations.

(i) If there are repeated violations from the medication contract or any other evidence of abuse, addiction,
or possible diversion it has been suggested that a patient show evidence of a consult with a physician that is
trained in addiction to assess the ongoing situation and recommend possible detoxification. (Weaver, 2002)
(1) When the patient is requesting opioid medications for their pain and inconsistencies are identified in the
history, presentation, behaviors or physical findings, physicians and surgeons who make a clinical decision
to withhold opioid medications should document the basis for their decision.

7) When to Continue Opioids

(a) If the patient has returned to work

(b) If the patient has improved functioning and pain

After this review and the records provided, | concur that the pain medication use and
monitoring are appropriate. The records provided did not support several of the
prevention measures and the prescribing doctor should follow them.

A DESCRIPTION AND THE SOURCE OF THE SCREENING CRITERIA OR
OTHER CLINICAL BASIS USED TO MAKE THE DECISION:

[ ] ACOEM- AMERICAN COLLEGE OF OCCUPATIONAL &
ENVIRONMENTAL MEDICINE UM KNOWLEDGEBASE

[ ] AHCPR- AGENCY FOR HEALTHCARE RESEARCH & QUALITY
GUIDELINES



[ ] DWC- DIVISION OF WORKERS COMPENSATION POLICIES OR
GUIDELINES

[ ] EUROPEAN GUIDELINES FOR MANAGEMENT OF CHRONIC LOW
BACK PAIN

[ ] INTERQUAL CRITERIA

X MEDICAL JUDGEMENT, CLINICAL EXPERIENCE AND EXPERTISE IN
ACCORDANCE WITH ACCEPTED MEDICAL STANDARDS

[ ] MERCY CENTER CONSENSUS CONFERENCE GUIDELINES

[ ] MILLIMAN CARE GUIDELINES

<] ODG- OFFICIAL DISABILITY GUIDELINES & TREATMENT
GUIDELINES

[ ] PRESSLEY REED, THE MEDICAL DISABILITY ADVISOR

[ ] TEXAS GUIDELINES FOR CHIROPRACTIC QUALITY ASSURANCE &
PRACTICE PARAMETERS

[ ] TEXAS TACADA GUIDELINES
[ ] TMF SCREENING CRITERIA MANUAL

[ ] PEER REVIEWED NATIONALLY ACCEPTED MEDICAL LITERATURE
(PROVIDE A DESCRIPTION)

[ ] OTHER EVIDENCE BASED, SCIENTIFICALLY VALID, OUTCOME
FOCUSED GUIDELINES (PROVIDE A DESCRIPTION)



