The Intersection of Policy and Public Health

Opioids – How We Got Here


 Beginning January 1, 2006, Medicare began Part D
prescription drug coverage
 Effective January 1, 2006: “All WC settlements that occur on
or after January 1, 2006, must consider and protect Medicare’s
interests when future treatment includes prescription drugs
along with the future medical services that would otherwise be
reimbursable by Medicare.”
 Effective January 2, 2007: CMS review of future
prescription drug treatment in WCMSAs begins

Opioids – How We Got Here


 Late 1990’s: Pharmaceutical companies get FDA approval
for long-acting opioids, campaign begins to reassure the
medical community that opioids are safe
 Widespread diversion and misuse of these medications
starts occurring, before it became clear that these
medications could indeed be highly addictive 1
 Copy of a confidential Justice Department report shows
that federal prosecutors investigating the company found
that Purdue Pharma knew about “significant” abuse of
OxyContin in the first years after the drug’s introduction
in 1996 and concealed that information 2
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Opioids – How We Got Here



 Over the past two decades, more than 200,000 people
have died in the United States from overdoses involving
prescription opioids. 3
 Medicare Set-Asides are not immune to similar issues

 Approximately 20,000 MSAs submitted to CMS per year
 Approximately 50% of current cases include one
prescription drug (=10,000 per year)
 Of those, approximately 70% contain opioids (=7,000 per
year)
 Of those, approximately 71% include drugs dangerous
when taken with opioids (=4,970 per year)
 How many since 2006?

Opioids

 Current CMS Policy – WCMSA Reference Guide
V2.7, March 19, 2018
 “The WCRC compiles a drug list from medical records
and pharmacy records. This list is then used to project
future drug costs for the duration of a claimant’s life
expectancy. The reviewers must see prescription drug
and medical treatment payment records/histories
dated within 6 months of the date of submission or
reopening.”

Opioids

 Current CMS Policy – WCMSA Reference Guide V2.7,
March 19, 2018
 DEFAULT POSITION: “Usually, the latest weaned dosage
is extrapolated for the life expectancy”
 (How many don’t live to this life expectancy because of the
opioids and/or drug interactions?)

 The WCRC takes all evidence of drug weaning into
account, although in most circumstances the WCRC cannot
assume that the weaning process will be successful.
 Where a treating physician believes tapering is possible and
in the best interests of the claimant, CMS will consider all
evidence in making a WCMSA determination, including
medical evidence of current actual tapering.
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NAMSAP Recommendations



 NAMSAP proposes following the CDC guidelines for tapering
every beneficiary from long-term opioids at a rate of 10% per
week until fully weaned.

 An exception may be made for terminal patients and those
with malignancy.
 Such a recommendation would also serve the benefit of
reducing the chances of dangerous and possibly lethal
polypharmacy combinations with other medications such as
benzodiazepines, sedatives and muscle relaxants.
 We also recommend that WMCSAs involving beneficiaries
who have demonstrated negative Urinary Drug Screens (UDS)
within the last six months have a zero opioid MSA allocation
recommendation to prevent the likelihood of diversion and the
risks associated therewith.

NAMSAP Recommendations



 Post-operative allocation recommendation: NAMSAP
acknowledges that short-term opioids may be safely used postoperatively short-term.

 Post-operative allocations of opioids would be acceptable for 35 days.
 No more than five days of post-operative opioids should be
considered in the allocation given the most recent findings
from the CDC.

 State law: With all this noted, allocation recommendations
should acknowledge individual state law maximums that may
limit opioids even further (e.g. 7-day maximum for opioid
prescriptions in Louisiana, 5 day maximum in Ohio, etc.), and
also limit the primary responsibility of the primary payer.

NAMSAP Response



NAMSAP Recommendations


 Most recently, we were joined by the National
Council of Self-Insurers in this cause. Together, we
recommended CMS change its policies in several
ways, some of which were:
 To limit opioid allocations for acute pain to three days;
 To limit post-operative opioids in an MSA which
includes a future surgical projection to five days;
 And, in the case of chronic use, include a 10% per
week mandatory tapering and weaning schedule, as
recommended by the CDC, until fully weaned from
opioids

Clinically, how does CMS handle opioids?


 2013 - Medicare Part D Overutilization Monitoring System (OMS)
 Plan level controls for opioids, including safety edits and quantity limits
 Improved DUR to identify ‘high risk’ beneficiaries





>120 MME / day
> 90 days
>3 prescribers
>3 pharmacies

 Require case management with prescriber
 Beneficiary specific POS edits to prevent Part D coverage of
overutilization
 Data sharing between Part D plans

 OMS Results between 2011-2014
 26% decrease in beneficiaries identified as opioid over-utilizers
 39% decrease in opioid users identified as potential opioid over-utilizers.

Clinically, how does CMS handle opioids?


 2018 Draft Call Letter – Improving DUR Controls (Opioids)
 Identify high risk beneficiaries who use‘ potentiator’ drugs (i.e.
Gabapentin) in combination with opioids
 Implement a new PQA (Pharmacy Quality Alliance) measure to
track Concurrent Use of Opioids and Benzodiazepines
 Expect all sponsors to implement ‘hard’ formulary-level cumulative
safety edits at POS, overridden only by sponsor plan, to limit opioid

Rx fills to 90 MME / day with 7 days supply
 Implement a supply limit for initial opioid Rx fills for acute pain (e.g., 7
days) with or without a daily does maximum (e.g., 50 MME).
 Expect all sponsors to implement ‘soft’ formulary edits, which can
overridden by the pharmacist, based on duplicative therapy of multiple
long acting opioids and concurrent use of opioids with benzodiazepines

Possible Changes?


 What does Medicare
cover?
 Current CMS call
letters
 What would Part D?

 What is the treating
doctor doing?
 Medicare’s interests vs.
Beneficiary’s interests

 Oversight?
 Part D reimbursement
from MSA?
 Professional
administration?
 Urinary Drug Screen?

 State law changes &
limitations

Case Study – Opioid Dependency




46 year old male with injury to back, neck, shoulder and arm. Diagnoses: lumbar
radiculopathy, status post fusion X2, chronic pain, depression, erectile dysfunction, chronic
constipation and sleep disturbance. Treatment included chronic pain management with
the following prescription therapy:










Oxycontin 60 MG 4/Day
Sertraline 150 MG 1/Day
Gabapentin 500 MG 5/Day
Celebrex 200 MG 1/Day
Oxymorphone HCL 10 MG 4/Day
Amitriptryline 50 MG 1/Day
Viagra 50 MG 10 / Month

long acting opioid
anti-depressant
neuropathic pain
NSAID
short acting opioid
pain / sleep
erectile dysfunction

Pre-MSA Triage identified MSA exposure of $1,234,551 due to long term use of long /
short acting opioids combined with side-effect medications

Case Study – Opioid Dependency


 Concerns: Morphine Equivalent Dosage > 300 MG / Opioid dependence /
Addiction
 Intervention: Peer-to-Peer recommendation to reduce long acting opioids and
associated side effect drugs. Treating physician agreed to wean both long and short
acting opioids. Patient refused compliance and was dismissed from practice.
Identified new physician, presented PPR recommendations and obtained agreement
to wean.
 Involvement / Oversight: Treating physician weaned / discontinued long acting
opioid and replaced with Methadone. Patient did not tolerate Methadone. MS
Contin ER 60 MG (Generic) was prescribed and well tolerated.

 MSA was prepared with written documentation to support discontinuation of long
acting opioid medications and replacement with MS Contin ER. With removal of
long acting opioids, side effect drugs were also removed. Changes to the medication
therapy resulted in a projected savings of $1,224,000.
 MSA was submitted with total cost of $210,641 and approved by CMS.

Similar Concern:
Polypharmacy



The overall prevalence of drug–drug interactions in patients on longterm opioids is 27%. 4

 Anti-anxiety (incl.
Cymbalta/Duloxetine)

 Benzodiazepines (incl.
Xanax, Klonopin, Ativan)

 Muscle Relaxants (incl.
Baclofen, Soma,
Cyclobenzaprine)

 Anti-seizure
medications (incl.
Gabapentin, Tegretol)

 Sedatives & Sleep
medications (incl.
Ambien, Lunesta)

 Antipsychotics (incl.
Abilify)

4 Pergolizzi, Joseph V. and Raffa, Robert B. “Common Opioid-Drug Interactions: What Clinicians Need to
Know”. Practical Pain Management. Web. 27 Sept. 2017.

Polypharmacy


NAMSAP Recommendations



 NAMSAP proposes following the CDC guidelines for tapering
every beneficiary from long-term opioids at a rate of 10% per
week until fully weaned.

 An exception may be made for terminal patients and those
with malignancy.
 Such a recommendation would also serve the benefit of
reducing the chances of dangerous and possibly lethal
polypharmacy combinations with other medications such as
benzodiazepines, sedatives and muscle relaxants.
 We also recommend that WMCSAs involving beneficiaries
who have demonstrated negative Urinary Drug Screens (UDS)
within the last six months have a zero opioid MSA allocation
recommendation to prevent the likelihood of diversion and the
risks associated therewith.

Case Study – Polypharmacy/Side Effects




49 year old male with a low back injury. Diagnoses: lumbar radiculopathy, status post
fusion X2, chronic pain, depression, erectile dysfunction, chronic constipation, and sleep
disturbance. Treatment included chronic pain management with the following
prescription therapy:
 Oxycodone HCl Tab 20 MG and Oxycodone HCl Tab SR 12HR 40 MG (opioid
analgesics for pain)
 Bupropion HCl Tab SR 12HR 150 MG (CNS - antidepressant for depression and off
label for treatment of neuropathic pain)
 Zolpidem Tartrate Tab 10 MG (CNS - sedative hypnotic for sleep)
 Sildenafil Citrate Tab 50 MG (treatment for erectile dysfunction)
 Lactulose Solution 10 MG/15ML and Lubiprostone Cap 24 MCG (treatment for
constipation)

Case Study – Polypharmacy/Side Effects


 Concerns: compliance, duration of therapy, possible drug-drug interactions and
medications exceeding recommended dosage guidelines. Additionally, the
medications were being prescribed without documented efficacy, while more cost
effective alternatives were available.
 Intervention: A comprehensive assessment was performed to indentify cost
containment recommendations and address the therapy concerns. Through Peer-toPeer Outreach, the treating physician indicated that the patient would be weaned to a
lower dose of Oxycodone, Sildenafil Citrate would be switched to a lower-cost
alternative, and Zolpidem Tartrate would be discontinued. The treating physician
also noted that Lactulose and Lubiprostone had already been discontinued due to an
improvement in the patients constipation diagnosis.

 Nurse Progress Monitoring was initiated and verified that these changes were made
and remained for six months. The patient was prescribed Naproxen Tab 500 MG to
assist with tapering him off of opioids. These changes to the medication therapy
resulted in a projected savings of $413,213.88 over the life of the claim.
 MSA was later submitted that included the Rx changes made following Nurse
Progress Monitoring. CMS approved the MSA.

Best Practices – Don’t Wait for MSA



 Start with the right physician - Leverage data analytics to
identify doctors who deliver the best outcomes - don’t settle
 Identify early – Define RX triggers and escalate before claim
moves in wrong direction
 Be proactive to address surgical, SCS, injection
recommendations immediately - don’t wait for MSA
 Leverage state jurisdictional options to enforce compliance
 Identify settlement / MSA obstacles through Pre-MSA
assessment
 Leverage clinical expertise to affect treatment change
 Obtain written agreement to any change in treatment
 Remain involved through full treatment modification
 Provide CMS accepted language to document change

Resources



Industry initiatives that support better outcomes
-

-

https://namsap.site-ym.com/page/EBMOpioidInitiative (NAMSAP)
https://turnthetiderx.org – US Surgeon General
www.supportprop.org - Physicians for Responsible Opioid Prescribing
www.acoem.org Guidelines for Chronic Opioid Use
www.iaiabc.org/opioids – Opioid use resources
https://namsap.site-ym.com/page/SubscriptionServices – ODG
http://www.medscape.com/resource/pain/opioid-policies#ME
http://www.cdc.gov/drugoverdose/ - CDC: Prescription Drug Overdose
http://www.pdmpassist.org/ - PDMP Training & Education
https://www.guideline.gov/summaries/summary/49933 - 2015 Beers
Criteria
https://www.cdc.gov/mmwr/volumes/65/rr/rr6501e1.htm - CDC opioid
guide

Liability MSAs

(1) Submission?
 Review thresholds?
 Submission as an Option?
 Post-settlement submission?

(2)
(3)
(4)
(5)
(6)
(7)

Compromise Formula?
Use Medicare rates vs. U&C?
Denial of payment?
Professional vs. Self-Administration?
Timeline?
Impact on conditional payments?

Thank you!

