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A SOLUTION TO THE MSA “PROBLEM”
I - The Objective:
To identify a significant factor in increasing claim costs creating an impediment
to settlement resolutions of claims in the $100,000 – $500,000 stratum of claims for
which MSAs are likely to be necessary, to introduce and promote the statewide use of
the Cooperative MSA Prospective Algorithm; and by direct, active involvement of
injured workers and their attorneys, to reduce the high cost of such MSAs while
providing to injured workers sufficient financial resources for payment of future
“related” medical expenses.
II - The “Problem” Described:
H. Michael Bagley, a partner in the Atlanta defense firm, Drew, Eckl & Farnham,
and co-author of the workers’ compensation article which is published annually in the
Fall Edition of the Mercer Law Review; describes “the MSA Problem” succinctly and
emphatically:
“In the most serious of workers’ compensation cases, and especially those
involving catastrophic injuries, MSAs as required by CMS are frequently in
the hundreds of thousands of dollars and in many instances are so large as
to preclude any financial incentive for the parties to settle. As a result,
many claims continue on the periodic payment structure required under
the Workers’ Compensation Act, inhibiting a claimant’s ability to settle
and expanding both future risk and reserve obligations for workers’
compensation insurers and self-insured employers.” 1
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A. - THE ORIGIN OF THE PROBLEM
Although Medicare as Secondary Payer (MSP) was enacted in 1980 to ensure that
Medicare would be payer of last resort in instances where multiple sources of coverage
were available, no procedure, process or guidance to implement “MSP” was provided
until 2001. The present process to which Mr. Bagley justifiably directs his ire was
hastily assembled following several GAO recommendations for Medicare reform to
safeguard Medicare solvency 2 and a May 2001 recommendation to reduce “payment
errors” in SSA Disability and other programs. 3 Because the MSA “process” was not the
result of CFR “Notice and Comment”, little input was sought or obtained from those that
would be affected by the initial “Patel Memo” of July 23, 2001; from which the current
process evolved as documented by a series of “ARA Memos”, many of which supersede
and even “reverse” policies set forth in earlier memos. 4

B. “MSAs” AREN’T REQUIRED, BUT . . .
“Submission of a WCMSA proposal to CMS for review and approval is a
recommended process. There are no statutory or regulatory provisions requiring that
WCMSA proposal be submitted to CMS for review.” 5
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C. CMS’ MSA PROCESS HAS RESULTED IN EVER INCREASING MSAs
WITHOUT A CORRESPONDING INCREASE IN ACTUAL OR
ANTICIPATED TREATMENT
This graph of an actual, existing Georgia Workers’ Compensation claim typifies
the effect CMS’ ARA Memos have had in requiring ever larger MSAs:

III – Prescription Medications – The Premise For the Cooperative
Prospective MSA Algorithm:
The “P.J.” graph illustrates the disproportionate role prescription medications
has played in the dramatic increase in MSA Cost.
Noted workers’ compensation authority and blogger, Joe Paduda, identified
MSAs as one of the three primary concerns affecting Workers’ Compensation in 2012.
Mr. Paduda notes in his 28 March 2011 blog post:
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“Pharmacy costs – and CMS’ treatment of same – are causing
many payers to delay or reconsider settling claims. While MSAs
are not, (very) strictly speaking, required to close claims in most
jurisdictions (Maryland being the exception), as a practical matter, payers
are quite reluctant to settle claims without an approved MSA.
From conversations with several payers, MSA experts, and claims execs, it
is becoming apparent that CMS’ current ‘policy’ related to drugs has
reached the point where it is severely affecting claims handling.”
*
*
*
“First, CMS is valuing drugs at the current AWP, regardless of
the actual price paid, brand status, or likely future pricing. Many
scripts are currently being paid below AWP, due either to state fee
schedules that are below AWP or PBM contracts that offer even more
reductions. I’m not sure of the logic here, but it does appear counterintuitive.
Second, a similar ‘policy’ appears based in the belief that the
claimant’s current treatment regimen will never change, that it
is set in stone. The drugs dispensed to the claimant at the moment the
MSA is developed are what the valuation is based upon. If there are brand
drugs that are likely to go off-patent (a definite until the recent OxyContin
re-branding), there’s no change in estimates of future cost to account for
that. If the meds are typically prescribed for a brief duration, no matter.”
*
*
*
“As a result of these and other MSA-related complications, most payers are
not able to settle claims that they’d very much like to get off their books
once and for all. Claim loads are increasing as a result, and reserves are as
well.” 6
A. THE DOMINO EFFECT OF THE DECEMBER 30, 2005 CMS
ARA MEMO
As a result of the enactment of the Medicare Modernization Act of 2003
(“MMA”), Medicare began “covering” Part D prescription medications.

Via the

December 30, 2005, ARA Memo, 7 CMS gave notice that, effective 1 January 2006, cost
of prescription medications would be required to be included in an MSA allocation;
however, true to form, CMS provided no guidance, raising a host of questions which
4

CMS then attempted to address in several subsequent Memos, issued 7/24/06, 4/3/09,
6/1/09 and 5/14/10. 8
B. CMS’ STATISTICS CONFIRM THE EFFECT ARA MEMOS HAVE HAD
UPON INCREASING THE PRESCRIPTION DRUG COST COMPONENT OF
MSAs

C. “DURs”, AND OTHER “COST REDUCTION STRATEGIES” HAVE
BACKFIRED
Virtually all participants in the Workers’ Compensation System have been
“burned” by CMS “counter highers.” As a result of CMS’ process, as MSAs increased in
amount – particularly the allocations for prescription medications – many MSA
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vendors” began submitting to CMS MSAs which contained cost reduction devices such
as drug utilization reviews (“DURs”), “tapering,” substitution of generics for “brand”
drugs, substitution of less expensive medications in the same therapeutic “class” when
no generic equivalent was available – all without any treating physician’s supporting
office notes. CMS addressed the use of these “devices” in the June 1, 2009, “Guidance”
Memo; yet such use continues resulting in CMS refusing to approve many MSAs as
submitted; but “counter offering” to approve an MSA at a much higher cost determined
by CMS.
“Counter highers” have been made to a significant number of submitted MSAs,
resulting in “locking in” the amount of the counter highers. 9

IV - The Solution – The Cooperative Prospective MSA Algorithm
Unless and until CMS, itself, “fixes” the MSA problem; unless Congress “fixes”
the problem; 10 parties to workers’ compensation claims must cooperate to solve the
MSA problem on a case-by-case basis. 11
A. SCOPE OF THE COOPERATIVE PROSPECTIVE MSA ALGORITHM
It is presently beyond the scope of this algorithm to include “steps” for
identification of cost savings alternatives other than for prescription medicines. The
originators of the algorithm recognize that treatment regimens are likely to include
components which will vary from claim to claim; however, prescription medications will
be a significant “cost” factor in virtually every MSA. The principal focus of the algorithm
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is to identify and address prospectively impediments to claim resolution resulting from
inclusion in an MSA of high cost pharmaceuticals.
B. STATISTICS AND NCCI STUDIES CONFIRM THAT PRESCRIPTION
COSTS ARE A SIGNIFICANT FACTOR IN WORKERS’ COMPENSATION
CLAIM COST
Released August 2011 was the NCCI Research Brief, “Workers’ Compensation
Prescription Drug Study: 2011 Update.” 12
As a “share” of total WC medical care costs, prescription medications have
increased steadily since 1999 to 19% currently. 13
Other significant conclusions found in that study:
•

“The Rx “share” increases as claims age. The later relative service years
have systematically higher Rx shares of total medical than the earlier
relative service years.”

•

“Rx costs for 1 to 2 year old claims comprise only around 3% of total
medical costs, but Rx costs on claims more than 11 years old make up more
than 40% of all medical costs in these periods.” 14

•

While Rx costs per claim in Georgia were found to be “typical”; that is,
“ultimate per-claim Rx cost between 1.5 and 0.8 times the median
estimate;” Georgia’s growth in Rx costs per claim is considered to be
“above average.” 15

An examination of the “At-a-Glance” Annual Reports posted on the website of the
State Board reveals total “indemnity claims” of 39,883, 35,094, 35,551, 35,587, 40,398
and 37,167 for claim/accident years 2005, 2006, 2007, 2008, 2009 and 2010, 16
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respectively, an average of 37,280 indemnity claims per year. Oddly, those same “At-aGlance” Annual Reports indicate that while the number of indemnity claims actually
declined by 7% from accident year 2005 (39,883) to 2010 (37,167) as did “medical only”
claims (2005: 115,353; 2010: 97,247), insurers and self-insurers reported increases in
both indemnity and medical care costs between 2005 and 2010. 17 Unfortunately, the
medical care “share” consisting of prescription medications is not reported by the
Board; therefore the probable cost in Georgia of prescription medications in the same
national strata reported by NCCI and discussed in the next section hereof cannot be
determined accurately.
C. Tightening the Focus on the Strata of Claims to Which the Prospective
MSA Algorithm Must be Applied
In November 2011, NCCI “updated” the Winter 2009 NCCI Research Brief
entitled, “Medical Services by Size of Claim,” to include “experience” through Accident
Year 2006 18 together with the “age” of a claim will enable anyone to determine the
potential benefit of application of the Cooperative Prospective MSA Algorithm to the
strata of claims which are requiring costly MSAs and/or precluding settlement of claims,
resulting in continued payment of benefits indefinitely.

Distribution of Medical Dollars by Claim Size
Table 1 on the following page shows the distribution of claim costs and dollars of loss by
size category as well as the estimated ultimate medical cost per claim. Based on this
information, NCCI concludes:
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1.

Nearly eighty-five (85%) percent (83.3) of the total number of claims are
in the $1,000 to $50,000 claim size range;

2.

Over forty (40%) percent (41.3) of the ultimate dollars are associated with
claims in the $100,000 to $500,000 range, a stratum which consists of
only 7.3% of all lost-time claims.

Table 1. Distribution of Lost-Time Medical Dollars by Claim Size:

This table from the November 2011 “update” establishes that 71% of costs in losttime claims are spent in only 16.7% of lost-time claims – those with claim costs greater
than $50,000.00.
Figure 1, at p. 3 of the update establishes that 18% of all “ultimate Medical Dollar
Service Distribution” was spent for prescription drugs. More importantly for purposes
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of MSAs, Figure 4 at p. 6 reports that 59.7% of all WC Rxs are prescribed in 7.3% of all
claims – those in the $100,000 to $500,000 stratum!
Figure 4: Prescription Drugs Share Distribution:

As a “share” of healthcare “service group,” 28.1% of expenditures – nearly 30% of
total medical care costs – in this same $100,000 to $500,000 stratum are for
prescription drugs!

Despite representing only 7.7% of all lost-time claims, 83.8% of

prescription cost is spent in lost-time claims which exceed 100K. 19
The Winter 2009 Research Brief, updated in November 2011, reported a 43%
change in the Consumer Price Index for prescription drugs from 1998 to 2007. Since
this trend is likely to continue, it is imperative that MSAs be constructed which are
sufficient to meet the long term health care needs of injured workers without subjecting
those injured workers to the unintended consequences of the August 25, 2008, CMS
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ARA Memo which would require injured workers to obtain far more medical care than
likely necessary in order to exhaust an overfunded MSA on an annual basis, given that
most MSAs are funded by annuities.
V – Application of The Cooperative Prospective MSA Algorithm
Process
A. CLAIMS SELECTION
The MSA and settlement process must begin with a careful analysis of the claim.
If both sides genuinely agree that the claim is “ripe” and appropriate for settlement, a
preliminary or “working” MSA is obtained.

An employer/insurer may accept the

financial responsibility of paying for the “working” MSA; or the parties may “split the
costs” to be sure that both sides have “skin in the game”; that is, incentive to cooperate.
B. CLAIMANT ATTORNEYS COULD PERFORM THE ALGORITHM STEPS;
BUT…
Following months of applications of The Algorithm to claims with widely
differing demographics, diagnoses, treating physicians and treatment regimens,
originators have concluded that attorneys’ time can be better spent practicing law – not
trying to be pharmacists; however, regardless whether an attorney undertakes
completion of the steps of The Algorithm, or wisely employs a licensed, experienced
pharmacist to coordinate medications for both the work-related and co-morbid health
conditions, to adapt and complete the steps and then furnish to the claimant attorney a
Pharmacist Consultation Report to be provided to treating physicians, together with a
“Provider Letter”, “sample” of which is provided as Appendix “A”, a successful
outcome will often include all or most of the following steps performed over a period of
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months as the alternate/substituted Rx regimen is gradually implemented by the
treating physician, “trialed” in a series of steps over several office visits until a “final”
therapeutic and cost effective Rx regimen is constructed.
The steps:
1. Employer/insurer procures a “working MSA” free of DURs or other “cost saving”
strategies unsupported by current medical reports;
2. The “working MSA” is provided immediately to the claimant attorney so that time
will not be wasted applying the algorithm to a treatment regimen which is likely
to be “out of date”;
3. Together with the “working MSA” the employer/insurer furnishes to the
claimant’s attorney “pay screens” evidencing payment for all “authorized”
treatment received by the claimant from all treating providers for the past two (2)
years;
4. Claimant’s attorney will obtain or will have the claimant obtain a prescription
profile for at least the same time period covered by the “pay screens” and the
medical records and office notes, etc. for the two-year period which preceded the
“working MSA.”
Originators of the algorithm recommend that the prescription profile and other
“source” document(s) which contain a medication history of at least the
previous five years be obtained and reviewed since it has been discovered that
expensive medications prescribed in the current medication regimen may have
been unsuccessfully “trialed” years earlier by the same or another doctor.
5. Upon receipt of the “working MSA”, the claimant’s attorney must review the MSA
carefully for accuracy and completeness. That requires the claimant’s attorney to
be familiar with the entire history of the work injury and the complete course of
treatment since surgeries, etc., which may have been performed years earlier may
have been omitted from the medical history as reported in the MSA and may also
not be mentioned in the medical reports/records for the past two (2) years.
6. Since injured workers should be familiar with their own medical history; both
“related” and “unrelated”, schedule the first “MSA client meeting” with the
claimant and provide a complete copy of the MSA to the claimant together with
MSA Algorithm form #1 and impress upon the claimant the importance of
reviewing the MSA carefully for accuracy and completeness; i.e.,
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•

That all “related” and “unrelated” medical conditions are included correctly;

•

That the course of treatment is described accurately and all providers are
correctly identified;

•

That all surgeries resulting from the injury are included, and described
accurately;

•

That all prescription medications – whether prescribed in “brand” or generic
form with correct dosages, etc. are listed.

Any errors, omissions or misstatements are to be noted by the claimant in the
appropriate spaces provided on MSA Algorithm Form #1. (Appendix “B”)
Once corrections to the “working” MSA are made by the claimant, reviewed with
the claimant attorney and then submitted to the Employer/Insurer and/or
attorney for employer/insurer and to the MSA Vendor for immediate revision, an
accurate “beginning point” is established. The claimant and his/her attorney 20
begins identifying the prescription medications which are so costly that
settlement would be unlikely. 21 As the data illustrates, in the claims strata for
which an MSA will be required – particularly claims with incurred costs between
$100,000 and $500,000 – more often than not, it will be prescription
medications which constitute the single largest future cost factor; yet also the
factor most easily influenced by the steps in the Cooperative Prospective MSA
Algorithm;
7. At the meeting during which a copy of the MSA and Algorithm Form #1 is
provided to the claimant, also provide Algorithm Form #2 to the claimant and
instruct the claimant to take it home and complete it, listing every medication in
the current Rx regimen. To increase accuracy, we advise the claimant to “line up”
all of the “pill bottles”, boxes or other containers of medications and supplies
regardless the method by which those prescriptions are taken or applied and then
complete Algorithm Form #2. (Appendix “C”)
In order to be prepared for the next office conference, you must know each of the
following:
(a) Medication “name”;
(b) Dosage;
(c) Use/condition for which prescribed;
(d) Prescribing provider;
13

(e) Pharmacy;
(f) Form in which the medication is filled (brand vs. generic).
8. A return office visit is scheduled for the claimant, usually in one or two weeks. At
that meeting:
[Request that the claimant bring all “pill bottles” or other containers to the next
office visit in order to verify that the medications appearing on the MSA were
correct and current; but also to verify that the claimant’s entry regarding the
form in which the medication is prescribed and filled is correct. Many
claimants will enter the “brand” name of a medication on Algorithm Form #2,
unaware that the medication is actually being prescribed and/or filled in
generic form. For example, claimants will often enter “Neurontin” on Algorithm
Form #2; but the “pill bottle” and/or prescription profile will confirm that
generic Gabapentin was actually filled.];
(a) Review the claimant’s “corrections” to the MSA which the claimant had
entered on Algorithm Form #1;
(b) Compare the entries on Algorithm Form #2 with the actual “pill bottles” or
other containers in order to verify that Algorithm Form #2 was completed
correctly and that the “form” of the medication (brand vs. generic) was
entered correctly.
(c) Regardless whether the claimant has completed Algorithm Form #2
correctly, because the hand writing of many claimants may be illegible,
compare the entries on claimant completed Algorithm Form #2 with the
actual pill bottles and other containers and then complete Algorithm Form
#3 which will be used as the basis for research concerning possible
substitution of medications and/or other alterations to the existing
treatment regimen. Algorithm Form #3 attached is Appendix “D”.
(d) A third appointment is scheduled in another one to two weeks, the
“timing” of which is intended to be at least two weeks before the next office
visit scheduled with the primary physician prescribing all or most of the
medications for the claimant.
(e) Before the scheduled return appointment, review:
(i) The list of medications as confirmed (or revised) using Algorithm Form
#3 at the previous office visit; and
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(ii) The corrections to the MSA made by the claimant on Algorithm Form
#1; and
(iii) The medical records and confirm the medication regimen by
reference to the pay screens, prescription profile and any other
“source” document which will confirm that the employer/insurer is
actually paying for the medications as prescribed and filled.
9. Experience to date demonstrates that most claimants have little knowledge and
understanding of their health care conditions or the nature/affect/interactions of
the medications which they are taking. For that reason, it is wise to have verified
the exact medications and dosages which the claimant is taking (including
medications for non work-related conditions) to check for potentially dangerous
interaction in the existing medication regimen.
Resource:
Medscape Multidrug Interaction Checker:
http://reference.medscape.com/drug-interactionchecker
Drugs. Com. Drug Interaction Checker:
http://www.drugs.com/drug_interactions.php
Double Check MD:
http://doublecheckmd.com/DrugResearch.do
Drug Watch:
http://www.drugwatch.com/
If dangerous interactions are detected, the claimant must be promptly notified
and that interaction will become a priority for resolution. During this same time
period, the availability of an FDA approved therapeutically equivalent generic is
to be investigated for every medication which is being prescribed in brand name
form – often at the specific request of a claimant who is under the impression
that “generics” are less effective, are not subject to regulatory oversight
throughout manufacture and “supply chain”, etc.
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Should a claimant express reservations about substituting a generic equivalent
for a “brand” medication, explain and provide information from the website of
the Food and Drug Administration concerning the process for approval of
generics and the regulatory oversight of the manufacture and distribution
process;
Resource:
FDA ORANGE BOOK:
http://www.accessdata.fda.gov/scripts/cder/ob/docs/querytn.cfm
U.S. Food and Drug Administration:
http://fda.gov/Drugs/ResourcesForYou/Consumers/QuestionsAnswers/ucm100
100
10.

Patent expiration and introduction of an FDA approved therapeutically
equivalent generic would have impact upon the Rx cost component of an MSA
and is a factor to be considered in the “timing” of an MSA submission.
Resources:
www.drugpatentwatch.com (requires subscription)
http://www.medcohealth.com/art/corporate/anticipatedfirsttime_generics.pdf
Always determine whether the patent has been extended before relying upon
an expiration date and assuming probable introduction of a lower cost generic.
http://www.uspto.gov/patents/resources/terms/156.jsp

11.

Medications which are prescribed for “off label” use are not required to be
included in an MSA. Unfortunately, CMS has not provided a complete list of
medications which can be excluded from an MSA; however, when the following
medications are prescribed for a diagnosis/condition which FDA/CMS considers
to be “off label,” exclusion is currently allowed. Originators of the algorithm urge
caution since CMS may change its position regarding exclusion without any prior
notice. Those with an asterisk were also among the Top 50 Drugs prescribed in
workers’ compensation claims for service year 2009. 22 Some impending patent
expirations are also indicated.
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ABILIFY (Pat. Exp. 2014)
* ACTIQ
AMITIZA
* AMRIX
* AVINZA
CARBAMAZEPINE
* CYMBALTA (Pat. Exp. 2013)
* DICLOFENACL
DILANTIN (PHENYTOIN)
DRONABINOL
* FENTANYL CITRATE
* FENTANYL PATCH (DURAGESIC)
* FLECTOR PATCH
GABITRIL (TIAGABINE HCL)
GEODON
* KADIAN (Generic Approved 11/2011)
KEPPRA
LAMICTAL
LAMOTRIGINE
LEVETIRACETAM
* LIDODERN PATCH (Pat. Ex. 2012) * LYRICA (Pat. Exp. 2018)
MARINOL
MIRTAZAPINE (REMERON)
* MORPHINE SULFATE
*NEURONTIN
(GABAPENTIN)
ONDANSETRON
OXCARGAZEPINE (TRIPEPTAL)
PROVIGIL
REMERON (MIRTAZAPINE)
RISPERDAL
RISPERIDONE
SEROQUEL (Pat. Exp. 9/2011)
SERTRALINE
TEGRETOL
TIAGABINE HCL (GABITRIL)
* TOPOMAX (TOPIRAMATE)
TRAZODONE
TRILEPTAL (OXCARBAZEPINE) VOLTEREN GEL
ZOFRAN
ZOLOFT
12.

When revisions/substitutions to an Rx regimen are ready to submit to a treating
physician, the proposed changes must be discussed thoroughly with the claimant
after checking again for possible adverse interactions.
At that point, experience confirms that physicians respond more positively to Rx
regimen changes proposed by a physician’s patient and/or the patient’s
attorney. The positive response increases even more when the consultative
report of a pharmacist known to the treating doctor is attached to the Provider
Letter or if the pharmacist is authorized by the patient to communicate directly
with the treating doctor(s). 23 The proposed Rx regimen substitution should be
incorporated into; or, if a consulting pharmacist’s report has been procured, it
is to be attached to a letter from the claimant’s attorney which explains to the
treating physician the MSA process and the effect the proposed changes will
have on an MSA.

13.

In the majority of claims, revision of the Rx regimen requires at least 2-3 office
visits spread over several months to institute and verify the efficacy of the
proposed changes and then to document those changes for later review by CMS.

14.

When the final substitutions and revisions are made and the treating physician(s)
has/have confirmed the effectiveness of the revised Rx regimen, only then should
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a “final” MSA be prepared, returned to the claimant attorney for review with the
claimant and then submitted to CMS for review.
VI - Does the Algorithm “Work” Consistently?
Absolutely.
Changing just one medication can eliminate over $100,000 from a “final” MSA as
illustrated by Appendix “A”.

Our experience implementing the Algorithm to date has

been entirely favorable. The first claim to which the Cooperative Prospective MSA
Algorithm was applied achieved a cost savings of 58% over the cost projected in the
“working” MSA. In other claims, cost savings have been achieved in the hundreds of
thousands of dollars.

18
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=e8b934a359b45210VgnVCM100000bf01020aRCRD
17

For example, the indemnity and medical care costs reported by the Board’s 2009 “At-A-Glance” Annual
Report exceed those costs reported by NASI for the same claim year by $164,033.844.00.
http://www.nasi.org/sites/default/files/research/Workers_Comp_Report_2009.pdf
18

Medical Services by Size of Claim – 2011 update, Lipton, Porter, Bar-Chaim & Robertson, NCCI
Research Brief, November 2011.
https://www.ncci.com/documents/Med_Svc_Size_Claim_Nov_2011.pdf
19

Id. Appendix A – Distribution Tables, p. 19.

20

Medical conditions/claims sufficiently severe to warrant catastrophic designation and/or eligibility for
Medicare
typically
have
a
high
percentage
of
attorney
involvement.
See
www.slideshare.net/kipdaniels/ca-wc-institute-msa-study at p. 18.

21

An excellent resource for identification of medications which are both “cost” and therapeutically
effective is Consumer Reports Best Buy Drugs:
http://www.consumerreports.org/health/best-buy-drugs/index.htm
22

https://www.ncci.com/documents/2011_research_rxdrug_study.pdf at p.7.

Consider also providing to treating physicians the eight (8) page Dept. of Health and Human Services,
Centers for Medicare & Medicaid Services “Medicare Secondary Payer Fact Sheet for Provider, Physician,
and Other Supplier Billing Staff.”
http://www.cms.gov/MLNProducts/downloads/MSP_Fact_Sheet.pdf
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Page 1 or2

Proprietary Name Search

Quick Links: Skip to main page content Skip to Search Skip to Topics Menu Skip to
Common Links

Orange Book: Approved Drug Products with Therapeutic
Equivalence Evaluations
Proprietary Name Search Results from "OB_Rx" table for query on "Opana."

Appl

No

TE
Code

RLD Active
Ingredient

Dosage Formi
Route

Strength Proprietary Applicant
Name

N011707

Yes

OXYMORPHONE
HYDROCHLORIDE

INJECTABLE; INJECTION

IMG/ML

OPANA

ENDO
PHARt-1S

N021610 AB

No

OXYMORPHONE
HYDROCHLORIDE

TABLET, EXTENDED
RELEASE; ORAL

10MG

OPANA ER

ENDO
PHARMS

AB

No

QXYMORPHONE
HYDROCHLORIDE

TABLET, EXTENDED
RELEASE; ORAL

20MG

OPANA ER

ENDQ
PHARMS

N021610 AB

No

OXYMORPHONE
HYDROCHLORIDE

TABLET, EXTENDED
RElEASE; ORAL

30MG

OPANA ER

ENDO
PHARMS

Yes

Oxyr-lORPHONE
HYDROCHLORIDE

TABLET, EXTENDED
RELEASE; ORAL

40MG

OPANA ER

ENDO
PHARMS

No

OXYMORPHONE
HYDROCHLORIDE

TABLET, EXTENDED
RELEASE; ORAL

SMG

GPANA ER

ENDO
PHARMS

N021610

N02161Q

AB

NQ2161Q AB

NQ21611

AB

Yes

OXYMORPHONE
HYDROCHLORIDE

TABLET; ORAL

10MG

OPANA

EN DO
PHARMS

NQ21611

AB

No

OXYMORPHONE
HYDROCHLORIDE

TABLET; ORAL

SMG

OPANA

ENDO
PHARMS

Return 10 ElectronIc Orange Book Home Page

FDA/Center for Drug Evaluation and Research
Office of Generic Drugs
Division of Labeling and Program Support
Update Frequency:
Orange Book Data - Monthly
Generic Drug Product Information & Patent Information - Daily

hIIp:/lwww.acccssdata.rda.go\'/scripts/cdcr/ob/docsllcmpIIl.c rm
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Proprietary Name Search

Page 2 of2

Orange Book Data Updated Through July, 2011
Patent and Generic Drug Product Data Last Updated: August 12, 2011

http://www.accessdata.fda.gov/scripts/cder/ob/docs/temptn.cfro
29
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Patell! and Exclusivity Search Results

Quick Links: Skip to main page content Skip to Search Skip to Topics Menu Skip to
Common Links

Orange Book: Approved Drug Products with Therapeutic
Equivalence Evaluations
Patent and Exclusivity Search Results from query on Appl No 021610 Product
001 in the OB_Rx list.

Appl
No

Prod
No

Patent
No

Patent
Expiration

Drug Substance Drug Product Patent Use
Delist
Claim
Claim
Code
Requested

N021610 001

5662933 Sep 9. 2013

Y

N021610 001

5958456 Sep9,2013

y

N021610 001

7276250 Feb 4, 2023

Y

U·826

There is no unexpired exclusivity for this product.
Additional information:
1. Patents are published upon receipt by the Orange Book
Staff and may not reflect the official receipt date as
described in 21 CFR 314.53(d)(5).
2. Patents listed prior to August 18, 2003 are flagged with
method of use claims only as applicable and submitted by
the sponsor. These patents may not be flagged with respect
to other claims which may apply.
3. **** The expiration date for U.S. Patent No. 5,608,075 is
March 4, 2009.
View a list of all patent use codes
View a list of all exclusivity codes
Return to Electronic Orange Book Home Page

hup://www.<!cccssd<!t<!.rd<l.gov/scriptslcdcr/ob/docsipatcxcincw.crm?Appl No=02 I61 O&Producl ...

30
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Page 20f2

Patent and Exclusivity Search Results

FDA/Center for Drug Evaluation and Research
Office of GenEltlt Drugs
Division of Latjt:tling and Program Support
Update Frequancy:
Orange 8'6ok Data - Monthly
Generic Drug Product Information & Patent Information - Daily
Orange Book Data Updated Through July, 2011
Patent and Generic Drug Product Data Last Updated: August 12, 2011

http://www.accessdata.fda.gov/scripts/cder/ob/docs/patexclnew.cfrn?Appl- No=021610&Product- ... 8/16/20 II
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APPENDIX A

CLIENT MSA REVIEW & CORRECTION FORM
Date:

Name:

Date of Birth:

Age:

Date(s) of Accident:
You have been provided with a copy of the Medicare Set-Aside (MSA) allocation
that has been prepared in your claim. Before we can move forward with possible
settlement of your claim, we need to know about any errors or omissions in the
MSA.

Before you begin, we ask that you gather together all your workers'
compensation-related medications and/or supplies, so you will have them ready
when reviewing that section of the MSA.

Carefully read over the MSA and while doing so, pay very close attention to what
is listed, looking for inaccuracies or misstatements, but also look for information
that might be missing.

Is all of your personal identifying information (ex. name, address, SSN, etc.)
listed correctly? If not, please list the incorrect information on the left
below and the correct information on the right below:
INCORRECT

CORRECT

Is
your workers'
compensation-related
medical
history
presented
accurately?
If not, please identify any misstatements or inaccuracies
below on the left, listing the location of the incorrect information, and
please provide the correct information on the right below:
INCORRECT

CORRECT

34
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INCORRECT

CORRECT

If the MSA has listed medical conditions and/or treatment which is NOT
related to your workers' compensation claim, are the unrelated condition(s)
stated accurately and completely; if not, identify the inaccuracies or
incomplete information of the unrelated condition(s) below:
INCORRECT

CORRECT

Is the description of the work accident and resulting injury(ies)/condition(s)
stated correctly; if not, please identify the inaccuracies or incomplete
statements and provide the correct information below:
INCORRECT

CORRECT

35
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INCORRECT

Is

the

medical

treatment

CORRECT

for

the

work-related

injury(ies)

&

medical

condition(s) stated accurately?
If not, please list each inaccurate or
incomplete statement and the correct information below:
INCORRECT

CORRECT

36
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Are all of your medical providers listed correctly and completely for all of

your work-related injury(ies) and medical condition(s)? If not, please list
any incorrect provider information and please add any workers'

compensation doctors or medical providers that aren't listed as well as the
condition(s) for which they treat you:

INCORRECT

CORRECT

Are all of your workers' compensation-related medications and medical

supplies that you are currently taking listed? To make sure we have all of
the correct information, please fill out the attached charts for all of your
workers' compensation-related medications & medical supplies:
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APPENDIX C

18

17

16

15

14

13

12

11

10

9

8

7

6

5

4

3

2

1

DOSE

40 mg, once daily

MEDICATION NAME

Example: Oxycontin

pain control

USE

Dr. John Doe

DOCTOR

Walgreens

PHARMACY

CLIENT - WORKER'S COMPENSATION MEDICATION CHART

X

HOW FILLED
BRAND GENERIC
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DOSE

40 mg, 1 X daily

MEDICATION NAME

Ex. Oxycontin

pain control

USE

Dr. John Doe

DOCTOR

Walgreens

PHARMACY

WORKER'S COMPENSATION MEDICATION CHART

X

HOW FILLED
BRAND GENERIC

POSSIBLE SUBSTITUTION

