Drug Use Research & Management Program 68 t

Ore on State OHA Division of Medical Assistance Programs
UNIVERSITY 500 Summer Street NE, E35; Salem, OR 97301-1079
College of Pharmacy Phone 503-947-5220 | Fax 503-947-1119

Oregon Drug Use Review / Pharmacy & Therapeutics Committee
Thursday, May 31, 2012 1:00-4:.00 PM
Clackamas Community Training Center
29353 SW Town Center Loop East
Wilsonville, OR 97070

MEETING AGENDA

NOTE: Any agenda items discussed by the DUR/P&T Committee may result in changes to
coverage, PDL compaosition, or utilization control recommendations to the OHA. Timing,
sequence and inclusion of agenda items presented to the Committee may change at the
discretion of the OHA, P&T Committee and staff.

I. CALL TO ORDER 1:00 pm — 1:05 pm
a. Roll Call & Introductions B. Origer (Chair)
b. Conflict of Interest Declaration R. Citron (OSU)
c. Approval of Agenda and Minutes B. Origer (Chair)
Il. DUR ACTIVITIES 1:05 pm — 1:50 pm
a. DMAP Pharmacy Program Report R. Magrish (DMAP)
b. ProDUR Report R. Holsapple (HP)
c. RetroDUR Report T. Williams (OSU)
d. Quarterly Utilization Reports R. Citron (OSU)
e. ICS/LABA Policy Evaluation K. Ketchum (OSU)
f. Oregon State Drug Reviews K. Sentena (OSU)
1. Current Findings in the Off-Label Use of Atypical Antipsychotics
Ill. HOUSEKEEPING 1:50 pm — 1:55 pm
a. Ondansetron Quantity Limit Removal* R. Citron (OSU)
IV. OLD BUSINESS 1:55 pm — 2:10 pm
a. Synagis Drug Use Evaluation* K. Sentena (OSU)

1. Proposed PA criteria
2. Public Comment
3. Discussion of clinical recommendations to OHA

BREAK 2:10 pm — 2:20 pm

V. NEW BUSINESS 2:20 pm — 3:15 pm

a. Asthma Controller Class Update K. Sentena (OSU)
1 Updated PA Criteria
2 Public Comment
3 Discussion of clinical recommendations to OHA

b. Seizure Medication Class Update and New Drug Reviews* M. Herink (OSU)
1. Onfi® (clobazam)
2. Potiga® (ezogabine)
3. Public comment
4. Discussion of clinical recommendations to OHA

* Agenda items will be discussed by Committee members for the purpose of making
recommendations to the Oregon Health Plan for adoption into Oregon Administrative
Rules 410-121-0030 & 410-121-0040 as required by 414.325(9)



c. Topical Antiparasite Class Update and New Drug Reviews* K. Ketchum (OSU)
1. Natroba® (spinosad topical)
2. Ulesfia® (benzyl alcohol topical)
3. Public comment
4. Discussion of clinical recommendations to OHA
d. Other Lipid Lowering Agents Abbreviated Class Review* B. Liang (OSU)
1. Lovaza® (omega-3-acid ethyl esters)
2. Public Comment
3. Discussion of clinical recommendations to OHA

VI. HERC COVERAGE GUIDANCE 3:15 pm — 3:45 pm
a. Low Back Pain* C. Livingston (HERC)
Pharmacologic Interventions
Non-Pharmacologic interventions
Public Comment
Discussion of clinical recommendations to OHA

PNPE

VII. EXECUTIVE SESSION 3:45 pm

VIll. RECONVENE for PUBLIC RECOMMENDATIONS

IX. ADJOURN

* Agenda items will be discussed by Committee members for the purpose of making
recommendations to the Oregon Health Plan for adoption into Oregon Administrative
Rules 410-121-0030 & 410-121-0040 as required by 414.325(9)



' ' Drug Use Research & Management Program

Oregon State OHA Division of Medical Assistance Programs
UMIVERSITY 500 Summer Street NE, E35; Salem, OR 97301-1079
College of Pharmacy Phone 503-947-5220 | Fax 503-947-1119

Oregon Drug Use Review / Pharmacy & Therapeutics Committee
Thursday, April 26, 2012 1:00-4:00 PM
Clackamas Community Training Center
29353 SW Town Center Loop East
Wilsonville, OR 97070

MEETING MINUTES

Members Present: Zahia Esber, MD; Phillip Levine, PhD; Meena Mital, MD; William Origer, MD;
David Pass, MD; James Slater, PharmD; Cathy Zehrung, RPh

Members Present by Phone: Joshua Bishop, PharmD; Stacy Raimi -z, PharmD; Atif Zaman,
MD (Ad-Hoc Member)

Staff Present: Roger Citron, RPh; Megan Herink, PharmD, BCPS; Kathy Ketchum, RPh,
MPA:HA; Ann Hamer, PharmD, BCPP; Kathy Sentena, PharmD; Ted Williams, PharmD; Valerie
Smith; Richard Holsapple, RPh; Ralph Magrish, MPA: Amy Burns, PharmD

Audience: Robert Jaramillo (Forest); Nate Miles; Kathy Kirk (OPMC); Alex Smith, Jim Graves
(BMS); Anne Murray (BMS); Robert Chang (BMS); John Peterson (Gilead); Yoona Kim (Gilead);
Deborah Wafer (Gilead); Mike Willet (Pfizer); Barry Benson (Merck); Lisa Valalka (Genzyme);
Jeana Colabianchi (Sunovion); Michael Dutro (Pfizer); Julie Preston (Optimer) Daniko Webb
(Actelion); Venus Holder (Lilly); Justin Diuino (Lilly); Steve Wright (Boehringer Ingelheim); Mike
Donabedan (Vertex); George Yauntzke (Actelion); Lorren Sandt (Caring Ambassadors); David
Barba (Forest); Don Stetcher (Novartis); Paul Nielsen (Medimmune); Robert Kosesan; Molly
Gelletz (Sunovion); Chris Bounoff (NAMI)

NOTE: Any agenda items discussed by the DUR/P&T Committee may result in changes to
coverage, PDL composition, or utilization control recommendations to the OHA.

I. CALL TO ORDER
a. The meeting was called to order at approximately 1pm.
b. Conflict of interest declarations were reviewed and no new conflicts were reported.
Dr. Zaman's conflict of interest was presented to the members.
¢: The March 26,2012 meeting minutes were reviewed.
ACTION: Approved as is.

Il. ProDUR

a. Dr. Burns presented on Kalydeco® (ivacaftor) recommending prior authorization

criteria restricting use to genotype G551D.
*ACTION: Approved as is:
b. Mr. Citron presented the 15-day initial supply concept. Chris Bounoff with National
Association for the Mentally Il (NAMI) presented public comment on the issue.
*ACTION: Committee was supportive of the idea but asked staff to present information on class
adherence rates and experiences from other states after implementation. There was
also concern regarding additional copays and how that would be addressed.

c. Dr. Herink presented a new drug evaluation on Egrifta® (tesamorelin) recommending
prior authorization criteria be implemented to ensure use for covered diagnoses and
restrict use for lipodystrophy.

*ACTION: Approved as is.

*Agenda items will be discussed by Committee members for the purpose of making
recommendations to the Oregon Health Plan for adoption into Oregon Administrative
Rules 410-121-0030 & 410-121-0040 as required by 414.325(9)



IIl. NEW BUSINESS

a. Dr. Sentena presented diabetes medications class update recommending updates to
the Amylin Analogs, Incretin Enhancers and Incretin Mimetics prior authorization
criteria, adding Tradjenta® (linagliptin) and Bydureon® (exenatide) and making
linagliptin, linagliptin/metformin, saxagliptin, sitagliptin.simvastatin,
sitagliptin/metformin ER non-preferred.

*ACTION: Approved as is after Executive Session.

b. Dr. Herink presented a new drug evaluation for Dificid® (fidaxomicin) recommending
that metronidazole 250mg and 500mg tablets and vancomicin 125mg & 250mg
capsules and vancomycin IV vials be preferred and fidaxomicin be non-preferred and
prior authorization criteria be implemented to ensure first line treatments were tried
and failed.

*ACTION: The Committee approved the recommendation but asked for an Infectious Disease
consult to address lingering questions of disease severity identification, the resistance risk posed
by preferring vancomycin and the appropriateness of metronidazole as a single first-line agent.

c. Dr. Hamer presented the Antidepressant new drug reviews recommending to make

vilazodone non-preferred and include a dose limit for citalopram. Robert Jaramillo with

Forest presented public comment on Viibryd.

*ACTION: Approved after Executive Session. In addition selegiline patches were made non-
preferred and generic escitalopram was recommended blocked with open access to the brand
until the price decreases.

d. Dr. Burns presented the Smoking Cessation class update recommending that the

Nicotine Replacement Therapy Class be added to the preferred drug list making Nicotrol

and Nicotrol NS non-preferred and to include patches, gum, lozenges, buproprion

sustained release as preferred with a 6 month quantity limit and varenicline as preferred

with a 12 week quantity limits. Michael Dutro with Pfizer presented public comment.
*ACTION: Approved after Executive Session with the recommendation of requiring prior
authorization for second attempt of smoking cessation to require behavioral therapy.

e. Dr. Herink presented drug class scans.

1. Pulmonary Arterial Hypertension — Recommended that continue current prior
authorization criteria to ensure appropriate patient selection. John Peterson from Gilead
presented public comment on Letairis. George Yauhtzke from Actelion presented public
comment on Tracleer.

*ACTION: Approved after Executive Session.

2. Oral Hypoglycemics/TZDs — Recommended leaving the class as is.
*ACTION: Approved after Executive Session.

3. Insulins — Recommended leaving the class as is.
*ACTION: Approved after Executive Session.

IV. OLD BUSINESS
a. Dr. Herink presented on Hepatitis B recommending that prior authorization criteria be
established for non-preferred products and making entacavir non-preferred. Ad-Hoc
expert Dr. Atif Zaman agreed with the recommendations presented.
*ACTION: Approved after Executive Session.

V. The meeting was adjourned at approximately 4pm.

Agenda items with an asterisk will be discussed by Committee members for the purpose
of making recommendations to the Oregon Health Plan for adoption into Oregon
Administrative Rules 410-121-0030 & 410-121-0040 as required by 414.325(9)
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ProDUR Alert Overview

Drug/Allergy Interaction: Triggers if there is an association

between an ingredient and an allergy recorded in the recipient
profile.

Inferred Disease Interaction: Triggers if there is a drug on the
recipients profile that is indicated for a disease state that
interacts with the drug being filled.

Drug to Drug Interaction: Triggers if there is an interaction
between the drug being filled and another drug on the recipients
profile.

Early Refill (Overutilization): Triggers if the drug being billed is
too early based on previous billing and days supply. Allow filling
when 75% of previous fill has been used.

High Dose: Triggers if the drug being billed, based on billed

days supply, exceeds the maximum recommended daily quantity

limit. Currently only set for CNS Stimulants, Methadone, AsmaneXx, Lovenox,
and the aspirin/APAP-narcotic combinations.

**As of March 2012 all of the high dose quantity limits have been moved to a
claims audit. The ProDUR alert is set to be informational now.

Ingredient Duplication: Triggers if the drug being filled has a
matching ingredient to another recently filled drug on the
recipients profile.

Low Dose: Triggers if the drug being billed, based on billed

days supply, is below the minimum recommended daily quantity

limit. Currently only set for Seroquel (quetiapine).

**As of January 2012, Seroquel quantity minimum restriction moved to
quantity limit audit and out of ProDUR. This alert is now only set as
informational.

Late Refill (Underutilization): Triggers if the drug being filled is
late in being refilled for the recipient.

Drug to Disease Interaction: Triggers if there is a disease
diagnosis on the recipients claim profile that interacts with the
drug being filled.

Maximum Duration of Therapy: Triggers if the days supply on
the claim is greater than the maximum days value.

Pediatric and Geriatric Age Limits: Triggers if the age of the
recipient is less than the minimum (pediatric) or greater than the
maximum (geriatric) age for the drug being billed.

Pregnancy/Drug Interaction: Triggers if the drug being filled is
contraindicated for use in pregnancy and the patient profile
indicates that the patient may be pregnant.

Therapeutic Duplication: Triggers if the class of drug being billed
matches the drug class of another recently filled medication on
the recipients profile.
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! DHS - Division of Medical Assistance Programs
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College of Pharmacy

Retro-DUR Intervention History by Quarter - FFY 2011-2012

%1 | 500 Summer Street NE, E35, Salem, OR 97301-1079
' Fax 503-947-1119
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Quarter 1 Oct-Dec
Unique Patients 0 0 0 0 80 0 285 47
Unique Patients Sent Interventions 0 0 0 0 28 0 285 47
% Sent - - - - 35% - 100% 100%
Quarter 2 Jan-Mar
Unique Patients 0 0 0 0 255 0 278 23
Unique Patients Sent Interventions 0 0 0 0 53 0 278 23
% Sent - - - - 21% - 100% 100%
Quarter 3 Apr-Jun
Unique Patients 0 0 0 0 102 169 78 22
Unique Patients Sent Interventions 0 0 0 0 44 0 78 22
% Sent - - - - 43% 0% 100% 100%
Quarter 4 Jul-Sep
Unique Patients 0 0 0 0 0 0 0 0
Unique Patients Sent Interventions 0 0 0 0 0 0 0 0
% Sent - - - - - - - -
Year to date summary
Unique Patients 0 0 0 0 437 169 641 92
Unique Patients Sent Interventions 0 0 0 0 125 0 641 92
% Sent - - - - 29% 0% 100% 100%
ROI per intervention $51 NA NA NA NA NA $49 $220
Estimated program savings $0 NA NA NA NA NA $31,409 $20,240
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College of Pharmacy

Retro-DUR Intervention History by Quarter - FFY 2011-2012

Drug Use Research & Management Program

DHS - Division of Medical Assistance Programs

500 Summer Street NE, E35, Salem, OR 97301-1079
Phone 503-947-5220 | Fax 503-947-1119
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Quarter 1 Oct-Dec
All Patients on Drug of Interest 49 345
Patients Hitting Criteria in Qtr 29 156
Patients Hitting Criteria / 100 Users 59 45
Unique Patients 14 44
Unique Patients Sent Interventions 8 35
% Sent 57% 80%
Quarter 2 Jan-Mar
All Patients on Drug of Interest 46 329
Patients Hitting Criteria in Qtr 23 143
Patients Hitting Criteria / 100 Users 50 43
Unique Patients 14 38
Unique Patients Sent Interventions 4 19
% Sent 29% 50%
Quarter 3 Apr-Jun
All Patients on Drug of Interest 39 252
Patients Hitting Criteria in Qtr 20 98
Patients Hitting Criteria / 100 Users 51 39
Unique Patients 11 14
Unique Patients Sent Interventions 8 10
% Sent 73% 71%
Quarter 4 Jul-Sep
All Patients on Drug of Interest 0 0
Patients Hitting Criteria in Qtr 0 0
Patients Hitting Criteria / 100 Users - -
Unique Patients 0 0
Unique Patients Sent Interventions 0 0
% Sent - -
Year to date summary
Unique Patients 39 96
Unique Patients Sent Interventions 20 64
% Sent 51% 67%
ROI per intervention NA NA
Estimated program savings NA NA
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DHS - Division of Medical Assistance Programs

500 Summer Street NE, E35, Salem, OR 97301-1079
Phone 503-947-5220 | Fax 503-947-1119

l';regon State

UNIVERSITY

College of Pharmacy

Retro-DUR Intervention History by Quarter - FFY 2011-2012 Responses Received
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Quarter 1 Oct-Dec
Unique Prescribers Sent Interventions 0 0 0 27 0 8 36
Responses Received 0 0 0 0 5 0 2 13
Response Rate - - - - 18% - 25% 37%
% Agree with message - - - - 100% - 50% 69%
% Consider in future prescribing - - - - - - 100% 38%
Quarter 2 Jan-Mar
Unique Prescribers Sent Interventions 0 0 0 0 45 0 4 19
Responses Received 0 0 0 0 7 0 1 7
Response Rate - - - - 13% - 25% 37%
% Agree with message - - - - 71% - 100% 71%
% Consider in future prescribing - - - - 14% - - 43%
Quarter 3 Apr-Jun
Unique Prescribers Sent Interventions 0 0 0 0 8 0 8 11
Responses Received 0 0 0 0 0 0 2 2
Response Rate - - - - - - 25% 20%
% Agree with message - - - - - - 50% 50%
% Consider in future prescribing - - - - - - - -
Quarter 4 Jul-Sep
Unique Prescribers Sent Interventions 0 0 0 0 0 0 0 0
Responses Received 0 0 0 0 0 0 0 0
Response Rate - - - - - - - -
% Agree with message - - - - - - - -
% Consider in future prescribing - - - - - - - -
Year to date summary
Unique Prescribers Sent Interventions 0 0 0 0 80 0 20 66
Responses Received 0 0 0 0 12 0 5 22
Response Rate - - - - 10% - 25% 34%
% Agree with message - - - - 83% - 60% 68%
% Consider in future prescribing - - - - 8% - 40% 36%
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Drug Use Research & Management Program
DHS - Division of Medical Assistance Programs
500 Summer Street NE, E35, Salem, OR 97301-1079
Phone 503-947-5220 | Fax 503-947-1119
Oregon State
URIVERSITY
Callege of Pharmacy
Pharmacy Utilization Summary Report: April 2011 - March 2012
I 2011 I 2012 |
Ky
N N & & 3
& A N & & & & & & &
¥ ¥ » » » & J ¥ & Ny
Eligibility AVG/YTD
Total Members 588,812 587,524 590,406 592,894 593,825 595,965 600,779 603,146 607,560 610,951 614,598 617,154 600,301
FFS Members 95,186 96,165 92,552 93,582 91,122 93,140 95,835 90,655 93,725 98,287 94,464 95,551 94,189
Standard 6,465 6,636 6,191 6,261 5,648 5,648 5,893 5,238 5,843 6,499 5,939 5,581 5,987
Plus 64,226 64,994 61,751 62,454 60,588 62,521 64,748 60,321 62,633 66,336 63,022 64,361 63,163
Medicare Wrap 24,495 24,535 24,610 24,867 24,886 24,971 25,194 25,096 25,249 25,452 25,503 25,609 25,039
Gross Figures
Total Cost $13,434,890 $13,927,185 $14,019,094 $13,441,500 $14,406,998 $13,874,141 $13,696,222 $13,730,339 $14,022,722 $14,773,307 $14,383509 $15,044,931 $168,754,838
FFS Drugs $4,120,989  $4,279,429  $4,207,788  $4,152,647  $4,269,073  $4,234,164  $4,063544  $4,001,975  $4,132,762  $4,317,506  $4,225950  $4,484,913  [$50,670,839
Mental Health Carveout Drugs $9,313,900  $9,647,756  $9,721,306  $9,288,853  $10,137,924 $9,639.977  $9,632,678  $9,638,364  $9,889,960  $10,455,711 $10,157,551 $10,560,018 |$118,084,000
Total Rx 179,060 184,889 182,952 171,383 185,973 178,171 176,262 177,649 181,375 185,334 179,232 188,852 2,171,132
FFS Drugs 82,430 85,560 83,774 77,472 83,555 80,097 78,411 78,423 79,741 81,284 79,516 83,667 973,930
Mental Health Carveout Drugs 96,630 99,329 99,178 93,911 102,418 98,074 97,851 99,226 101,634 104,050 99,716 105,185 1,197,202
Cost/Rx $75.03 $75.33 $76.63 $78.43 $77.47 $77.87 $77.70 $77.29 $77.31 $79.71 $80.25 $79.67 $77.72
FFS Drugs $49.99 $50.02 $51.30 $53.60 $51.09 $52.86 $51.82 $52.18 $51.83 $53.12 $53.15 $53.60 $52.05
Mental Health Carveout Drugs $96.39 $97.13 $98.02 $98.91 $98.99 $98.29 $98.44 $97.14 $97.31 $100.49 $101.86 $100.39 $98.61
Generic $58.51 $58.79 $60.59 $63.14 $62.68 $63.25 $63.10 $63.36 $64.21 $33.61 $33.87 $32.44 $54.80
Brand $5.15 $5.14 $5.17 $5.13 $5.03 $5.10 $5.06 $4.95 $4.81 $357.80 $360.92 $364.27 $94.05
PMPM Figures
Cost PMPM $59.11 $60.92 $62.90 $60.04 $63.92 $61.64 $58.44 $61.12 $60.37 $61.04 $61.26 $64.05 $61.23
Standard $120.50 $137.87 $157.46 $153.77 $168.38 $159.60 $144.12 $160.64 $161.45 $151.46 $151.67 $175.17 $153.51
Plus $62.70 $64.19 $65.25 $61.57 $66.91 $64.08 $60.73 $64.23 $63.00 $62.82 $63.94 $66.56 $63.83
Medicare Wrap $16.57 $15.54 $16.17 $14.95 $17.25 $15.94 $15.17 $16.81 $15.15 $15.80 $17.33 $16.29 $16.08
FFS Drugs $43.29 $44.50 $46.44 $44.37 $46.85 $45.46 $42.40 $45.14 $44.09 $43.93 $44.74 $46.94 $44.85
Mental Health Carveout Drugs $15.82 $16.42 $16.47 $15.67 $17.07 $16.18 $16.03 $15.98 $16.28 $17.11 $16.53 $17.11 $16.39
Rx PMPM 1.03 1.06 1.07 0.99 1.09 1.02 0.98 1.03 1.02 1.00 1.00 1.05 1.03
Standard 2,01 2.11 2.20 1.98 2.31 2.16 2.00 2.21 2,07 1.95 2.04 2.23 2.11
Plus 0.91 0.93 0.94 0.86 0.95 0.91 0.84 0.90 0.88 0.86 0.87 0.91 0.90
Medicare Wrap 0.97 1.00 1.01 0.96 1.04 0.96 0.99 0.99 1.00 1.01 0.97 1.01 0.99
FFS Drugs 0.87 0.89 0.91 0.83 0.92 0.86 0.82 0.87 0.85 0.83 0.84 0.88 0.86
Mental Health Carveout Drugs 0.16 0.17 0.17 0.16 0.17 0.16 0.16 0.16 0.17 0.17 0.16 0.17 0.17
Utilization Percentages
Generic % 83.6% 83.6% 83.5% 83.4% 83.5% 83.3% 83.3% 83.4% 83.4% 85.8% 85.8% 85.8% 84.0%
FFS Drugs 88.3% 88.2% 88.0% 88.1% 88.2% 88.0% 88.1% 88.4% 88.5% 88.9% 89.1% 89.1% 88.4%
Mental Health Carveout Drugs 79.6% 79.7% 79.6% 79.6% 79.6% 79.5% 79.5% 79.5% 79.4% 83.3% 83.2% 83.1% 80.5%
PDL % 80.2% 80.1% 79.9% 80.0% 79.9% 79.8% 79.7% 80.7% 80.8% 80.7% 80.8% 80.4% 80.3%
PMPM calculated as sum of physical health and mental health carve-outs Last Updated: April 16, 2012

Data from DSSURS and DMAP FCHP first of month reports
Dates are service dates

All eligibility groups included except for CAWEM, QS, QB
Drug Cost= Amt Paid +Copay + Other Insurance Paid



Drug Use Research & Management Program
DHS - Division of Medical Assistance Programs
500 Summer Street NE, E35, Salem, OR 97301-1079

Oregon State Phone 503-947-5220 | Fax 503-947-1119

College of Pharmacy
Pharmacy Utilization Summary Report: April 2011 - March 2012
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Current Findings in the Off-Label Use of Atypical Antipsychotics

By, Ann Hamer, Pharm D, BCPP, OptumHeatlh Behavioral Solutions and OSU College of Pharmacy

A class of medications once reserved for the most serious of mental illnesses,
the atypical antipsychotic medications, has become routinely prescribed in
primary care offices for the treatment of delirium, depression, autism,
dementia, and other disorders. The treatment of many of these conditions
with atypical antipsychotics is not approved by the FDA and the evidence base
for their off-label use is often in question. In fact, 54% of all office visits
associated with the prescription of an atypical antipsychotic involves off-label
use.! Atypical antipsychotics are the fifth most expensive medication class in
the U.S. In 2010, spending was $16.1 billion (aripiprazole $4.6 billion;
quetiapine $4.4 billion; olanzapine $3.0 billion).2 Because they have been
associated with a lower incidence of extrapyramidal adverse effects, atypical
antipsychotics have largely replaced traditional antipsychotics. As experience
with the atypical agents accrues, however, serious and distinct adverse effects
with atypicals have emerged.! Atypical antipsychotics can cause weight gain
and lead to a higher risk of other metabolic abnormalities (e.g. diabetes)
compared to the older, traditional antipsychotics.® Also, current comparative
evidence (based on their indicated use for the treatment of schizophrenia)
suggests no definitive differences in efficacy or net adverse effect profiles
between the two drug classes.*

Patterns of Use

A recent study by Alexander, et al* evaluated the patterns of antipsychotic
use in the outpatient setting and found that from 1995 to 2008 the use of
atypical agents expanded for bipolar disorder (10 to 34%), remained stable for
depression (12 to 14%), and declined for schizophrenia (56 to 23%). The
authors concluded that atypical use has grown far beyond substitution for the
infrequently used typical agents. Growth in use was seen in all age
categories. They found that antipsychotic use for indications without FDA
approval increased from 4.4 million visits in 1995 to 9.0 million in 2008 with an
estimated cost associated with off-label use in 2008 of $6.0 billion. While the
use of atypicals for the treatment of schizophrenia declined, their use in
bipolar affective disorder, attention deficit hyperactivity disorder/conduct
disorder, and anxiety all increased.

Agency for Healthcare Research and Quality Report

Not all off-label use is inappropriate. There is a growing body of evidence to
support the use of certain atypical antipsychotics for off-label indications. A
recent report from the Agency for Healthcare Research and Quality (AHRQ)®
included a review of the following off-label uses for atypical antipsychotics:
anxiety, attention deficit disorder (ADHD), dementia and severe geriatric
agitation, major depressive disorder (MDD), eating disorders, insomnia,
obsessive compulsive disorder (OCD), post traumatic stress disorder (PTSD),
personality disorders, substance abuse, and Tourette’s syndrome. The
following are key findings from the report:

Current trends:

= Off-label use of atypical antipsychotics in various settings has
increased rapidly since their introduction in the 1990s;
risperidone, quetiapine, and olanzapine are the most common
atypicals prescribed for off-label use.

= One recent study indicated that the 2005 regulatory warning
from the FDA and Health Canada was associated with
decreases in the overall use of atypical antipsychotics,
especially among elderly dementia patients. Use of atypicals

in the elderly is much higher in long-term care settings than
in the community.
= Atypicals are frequently prescribed to treat PTSD in the U.S.

Department of Veterans Affairs health system.

= Atleast 90% antipsychotics prescribed to children are
atypical, rather than conventional antipsychotics. The

majority of use is off-label.

Summary of the Evidence:

Table 1. Efficacy for the following off-label indications and

atypical antipsychotics

Moderate to High Evidence

Off-label Indication

Atypical Antipsychotic

Generalized anxiety disorder

Quetiapine

Dementia (overall)

Aripiprazole, risperidone

Dementia (psychosis)

Risperidone

Dementia (agitation)

Olanzapine, risperidone

Depression
(SSRI/SRNI augmentation)

Aripiprazole (labeled
indication), quetiapine
(labeled use for quetiapine
XR), risperidone

Depression (monotherapy) Quetiapine
Obsessive Compulsive Risperidone
Disorder

(SSRI augmentation)

PTSD Risperidone

Table 2. Inefficacy for the following off-label indications

and atypical antipsychotics

Moderate to High Evidence

Off-label Indication

Atypical Antipsychotic

Eating Disorders

Olanzapine

Substance Abuse (alcohol) Avripiprazole
MDD (monotherapy) Olanzapine
= Strength of evidence is low for the following off-label
indications:
o ADHD
0 Insomnia

0  Substance abuse (cocaine, methamphetamine,

methadone)

0  Personality disorders
0  Tourette's syndrome

= There is almost no evidence about how treatment
efficacy may vary within populations, including
variations due to gender, race, ethnicity, or medical

comorbidities.

= Interms of adverse effects for the atypical antipsychotics,
existing evidence varies by drug and by description of the

adverse event (see Table 3)
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Table 3. Adverse Events Associated with the Off-Label Use
of Atypical Antipsychotics®

Adverse Event Placebo Comparison

Weight Gain-- More common in patients taking

Elderly olanzapine and risperidone

Weight Gain— More common in patients taking

Adults aripiprazole, olanzapine, quetiapine and
risperidone

Weight Gain-- More common with risperidone; No

Children difference with ziprasidone

Mortality—Elderly | Difference in risk for death is small, but
statistically significant for atypical
antipsychotics. No differences between
drugs in class (no studies for ziprasidone
in this population)

Endocrine/ More common with quetiapine,
Diabetes—Adults | risperidone, and ziprasidone in one PCT
each. More common in olanzapine in two
pooled PCTs.

Diabetes more common in patients taking
quetiapine in six pooled PCTs; however,
the pooled odds ratio was elevated at
1.47 but not statistically significant. More
common in olanzapine patients in one
PCT; the odds ratio of 5.14 was not
statistically significant, with very wide
confidence intervals (0.6 to 244). Lower
odds of diabetes in risperidone patients in
one large observational study

CVA—Elderly More common in risperidone

patients than placebo according

to four PCTs pooled by the
manufacturer. In the most recent meta-
analysis of PCTSs, risperidone was

the only drug associated with an
increase. More common in olanzapine
than placebo according to five

PCTs pooled by the manufacturer.

EPS More common in patients taking
risperidone, according to our meta-
analysis. Quetiapine and aripiprazole
were not associated with an increase.
More common in olanzapine in one PCT.

Sedation—Adults | More common in patients

taking aripiprazole, olanzapine,
quetiapine, ziprasidone and quetiapine
than placebo

Abbreviations: PCT=placebo controlled trial;
CVA=cerebrovascular accident; EPS=extrapyramidal symptoms

=  There are too few studies comparing doses of atypical
antipsychotic medications to draw a conclusion about a
minimum dose needed.

0  Most trials used flexible dosing, resulting in
patients taking a wide range of doses.

0 According to the meta-analysis conducted by
AHRQ, using the percentage of remitters and
responders as identified by the MADRS as
outcome, 150 mg quetiapine daily augmentation
has equal efficacy as augmentation with 300 mg
for patients with MDD who respond inadequately
to SSRIs.

o0  More trials examining different doses of other
atypicals for MDD are needed as are dosage
trials for treating conditions such as OCD, PTSD,
and anxiety disorder.

= Though there is some trial data regarding duration of
treatment in PTSD, eating disorders, and borderline
personality disorder, the outcome of treatment appears to be
the same regardless of reported follow-up time.

Summary
Recent evidence has demonstrated that the majority of atypical antipsychotic

use is for off-label indications. The benefits and harms associated with
atypical antipsychotics in off-label uses vary. For global behavioral symptom
scores associated with dementia in elderly patients, small but statistically
significant benefits have been observed for aripiprazole, olanzapine, and
risperidone. Quetiapine has been associated with benefits in the treatment of
generalized anxiety disorder, and risperidone is associated with benefits in
the treatment of obsessive-compulsive disorder. Adverse effects, however,
are common with each of these agents. The use of atypical antipsychotics,
particularly for conditions that are considered off-label, requires a careful
evaluation of their risks versus benefits. The benefits of using atypical
antipsychotics should include clear and definable treatment goals especially
if they are used in the place of other agents with demonstrated comparable
or superior effectiveness

Peer Reviewed By: William Nunley, MD, MPH, Associate Medical Director,
CareOregon, Portland, Oregon and Marian McDonagh, Pharm D, Associate
Professor, Department of Medical Informatics and Clinical Epidemiology,
School of Medicine, Oregon Health and Science University.
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Antiemetics, New

Goal(s):

e Promote preferred drugs.

o Reserve costly antiemetics for appropriate indications.

e Restrict chronic use_of non-preferred agents (> 3 days per week).

¢ If chemotherapy is more frequent than once weekly, approve a quantity sufficient for three
days beyond the duration of chemotherapy.

Initiative:
e Initiative

Length of Authorization:
3 days to 6 months (criteria specific)

Requires PA:
e Non-preferred drugs

Covered Alternatives:
Preferred alternatives listed at http://www.oregon.gov/DHS/healthplan/tools prov/pdl.shtml

Check the Reason for PA:
¢ Non-Preferred drugs will deny on initiation
o Preferred drugs will deny only when maximum dose exceeded (www.orpdl.org)

HICL Generic Brand Quantity Limit
025058 Aprepitant Emend 3 doses / 7 days
016576 Dolasetron Anzemet 9 doses / 7 days
Kytril Tablets 6 doses / 7 days

007611 Granisetron Kytril Solution (30 ml liquid)

Sdeses P davs

0QE0EE Opdeonsetren Lot 200 maleney
|| 049058 Ondansetron Zofran ODT 9-doses/7-days

Approval Criteria

1. What diagnosis is being treated?

Record ICD9 code.

|22 isthedrugrequestedpreferred?

32
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http://www.oregon.gov/DHS/healthplan/tools_prov/pdl.shtml�

Approval Criteria

conventional antiemetics, listed below?

Generic Name Brand Name

Metoclopramide Reglan
Prochlorperazine Compazine
Promethazine Phenergan

months.

|| 2-2. will the prescriber consider a change to | Yes: Inform provider of No: Go to #34.
a preferred product? covered alternatives in
Message: class and dose limits_if
e Preferred products do not require PA | aplicable. If dose >
foridayetanal limits, continue to #34.
e Preferred products have received
evidence-based reviews for
comparative effectiveness and safety
by the Health Resources Commission
(HRC).
|| 4-3.Is client currently diagnosed with cancer | Yes: Approve for 3 days | No: Go to #45.
AND receiving chemotherapy or radiation past length of therapy.
therapy more frequently than every 7 days? | (Chemo regimen more
frequently than weekly)
| 5.4. Does client have refractory nausea that | Yes: Go to #56. No: Go to #78.
would require hospitalization or ER visits?
|| 65. Has client tried and failed two Yes: Approve up to 6 No: Go to #6%.

7.6. Does client have contraindications to

conventional antiemetics, e.g. Allergy; or
cannot tolerate?

Yes: Document reason
and approve up to 6
months.
(Contraindications to
required alternative
medications)

No: Pass to RPH; Go to
#78.

|| &7. RPH only

o Above: Deny, (Medical Appropriateness)
e Below: Deny, (Not Covered by the OHP)

All other indications need to be evaluated as to whether they are above the line or below the line.

P&T / DUR Action:

5/31/12(RC), 9/24/09(DO/KK), 2/23/06, 2/24/04, 11/18/03, 9/9/03, 5/13/03, 2/11/03

Revision(s): 5/1/12, 1/1/10, 7/1/06, 3/20/06, 6/30/04 (added aprepitant), 3/1/04 (removed injectables), 6/19/03

Initiated: 4/1/03
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Oregon State Drug Use Research & Management Program of human services
UNTVERSITY  Oregon State University, 500 Summer Street NE, E35, Salem, Oregon 97301-1079
College of Pharmacy Phone 503-945-5220 | Fax 503-947-1119

Drug Use Evaluation: Synagis (palivizumab)

Summary of Findings:

o Palivizumab is effective in reducing RSV-associated hospitalizations in a selected
population when used during the RSV season.

e New Guidelines from the American Academy of Pediatrics (AAP) recommends limiting
doses for most patients to a total of 5.

o 13% of patient received more than 5 doses and this was associated with a cost of
$167,600.

e 18% of claims in 2009-2010 occurred prior to the RSV season and 5% occurred after
it. Cost associated with this practice was $42,400.

¢ Additionally there are 2 patients outside the age recommendations for use.
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Background:

Palivizumab is FDA approved for prevention of serious lower respiratory tract disease caused
by respiratory syncytial virus (RSV) in the pediatric population at high risk for severe disease'
At present it is the sole pharmacological agent available for RSV prophylaxis. Safety and
efficacy is well established for use in infants born at or prior to 35 weeks’ gestation with or
without chronic lung disease (CLD) of prematurity and for infants and children with
hemodynamically significant heart disease. Palizumab use has been associated with
reductions in hospitalization attributed to RSV in children < 2 years old with CLD requiring
continuing medical therapy and children with a history of < 35 weeks’ gestation who were <6
months old at the beginning of RSV season. These patients experienced a 55% overall
reduction in hospitalization; 10.6% and 4.8% with placebo vs. palizumab, respectively
[p<.001].2 Additionally, a 45% reduction in hospitalization rate has been observed with use in
infants and children with hemodynamically significant congenital heart disease (9.7% and
5.3% with placebo vs. palizumab, respectively [p=.003]). 3

Dosing

Palivizumab, a humanized monoclonal antibody, is administered once a month via an
intramuscular injection and is dosed by weight (15 mg/kg) during the RSV season. A
maximum number of 5 doses per season are recommended based on results from clinical
trials which have indicated that palivizumab trough concentrations beyond 30 days after the
fifth dose provide a sufficient protective concentration for most infants.

Adverse Effects and Safety Issues

The adverse reactions most commonly observed were upper respiratory tract infection, otitis
media, fever, rhinitis, rash, diarrhea, cough, vomiting, gastroenteritis, and wheezing. Upper
respiratory tract infection, otitis media, fever, and rhinitis occurred at a rate of 1% or greater in
the Synagis group compared to placebo. Drug-Drug Interactions

No formal drug-drug interaction studies have been conducted. In those receiving

routine childhood vaccines, influenza vaccine, bronchodilators or corticosteroids no
incremental increases in adverse reactions were observed. *

Duration of treatment

Guidelines for use of palizumab have been routinely updated by The American Academy of
Pediatrics (AAP) with policy statements released, both in 1998 and 2003 along with a
technical report in 2003. Recently in 2009, AAP updated recommendations on use of
palizumab in an effort to ensure use in those who can benefit and promote cost-
effectiveness.’

The AAP released a statement noting "[c]hildren who qualify for palivizumab prophylaxis for
the entire RSV season (infants and children with chronic lung disease of prematurity or
congenital heart disease or preterm infants born before 32 weeks’ gestation) should receive
palivizumab only during the 5 months following the onset of RSV season in their region
(maximum of 5 doses), which should provide coverage during the peak of the season, when
prophylaxis is most effective."
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Monitoring of temporal and geographic patterns associated with the detection of RSV and
other viruses are accomplished by a laboratory system from the Center for Disease Control
and Prevention (CDC) National Respiratory and Enteric Virus Surveillance System
(NREVSS). Annual summaries and alerts based on NREVSS data have been published
periodically in the CDC’s Morbidity and Mortality Weekly Report at
www.cdc.gov/surveillance/nrevss/rsv/state.html. The onset of the RSV season in the region
which includes Oregon typically has been observed to occur from November through April
(See Figure1).°

Currently Oregon Health Plan (OHP) provides coverage of this medication without any
restriction. Many other Medicaid programs including Washington, Utah, lowa, California,
Arkansas, and Mississippi do require a prior authorization for this niche drug in order to
ensure appropriate use and prevent unnecessary waste.

RSV Data for Region 10
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Figure 1. RSV detection data from NREVSS for region including Oregon.
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Guideline Recommendations

The AAP recently updated the recommendations for use of palivizumab and sought to target
children at the highest risk for severe disease.’ In addition the definition of gestational age
was changed from the previous definition of 32 weeks 1 day through 35 weeks 0 days to 32
weeks 0 days to 34 weeks 6 days.

1. Recommendations for initiation and termination of prophylaxis for the following groups
remain unchanged: infants with congenital heart disease (CHD), CLD (formerly called
bronchopulmonary dysplasia), and birth prior to 32 weeks’ 0 days’ gestation.

2. Regardless of the month when the first dose is administered or geographic location:

a. Maximum of 5 doses for all for infants with CHD, CLD, or birth prior to 32
weeks’ 0 days’ gestation.

b. Maximum of 3 doses for infants with a gestational age 32 weeks 0 days to 34
weeks 6 days without hemodynamically significant CHD or CLD who qualify for
prophylaxis.

3. Risk factors for infants born between 32 weeks’ 0 days and 34 weeks’ 6 days’
gestation within 3 months prior to RSV season or any time throughout the RSV
season with at least 10of the 2 risk factors below qualify for prophylaxis:

a. Infants attending child care

b. 1 or more siblings or other children younger than 5 years living permanently in
child’s household.

4. For infants born from 32 weeks’ 0 days’ through 34 weeks’ 6 days’ gestation who
qualify for immunoprophylaxis a decrease in the length of prophylaxis from 5 months to
90 days or maximum of 3 doses (which ever comes first)

The Health Services Commission includes the following guideline in the prioritized list of
health services that reflects this change:

OHP GUIDELINE NOTE 69, SYNAGIS

Line 3

CPT code 90378, Synagis (palivizumab), is covered for infants meeting one of the criteria
given below (A-E), according to the treatment guidelines for each criterion:

A) Infants younger than 24 months who have congenital heart disease (CHD) or chronic
lung disease of prematurity (CLD, formerly called bronchopulmonary dysplasia) AND
require medical therapy

1) Therapy is initiated within 6 months before the start of the RSV season

2) Maximum 5 doses

B) Infants younger than 12 months with congenital abnormalities of the airway or
neuromuscular disease

1) Maximum 5 doses

C) Had a gestation age of 28 weeks or less

1) Initiated during the RSV season before the infant reaches 12 months

2) Maximum 5 doses
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D) Had a gestation age of 29 weeks and 0 days to 31 weeks and 6 days

1) Initiated during the RSV season before the infant reaches 6 months

2) Maximum 5 doses

E) Had a gestational age of 32 weeks 0 days to 34 weeks 6 days

1) Born within 3 months before the start of RSV season or at any time throughout the RSV
season

2) Have at least 1 of these 2 risk factors

a) Infant attends child care; or

b) One or more siblings or other children younger than 5 years live permanently in the child’s
household.

3) Should receive prophylaxis only until they reach 90 days of age or a maximum of 3 doses
(whichever comes first).

Methods:

Utilization Analysis

The goal of this analysis was to characterize the use and characteristics of clients using
palivizumab in the Oregon Fee-For-Service Medicaid program during the 2009-2010 RSV
season. Pharmacy and medical claims data ranging from 7/1/2009 through 6/30/2010 were
utilized. Palivizumab users were identified using GSN of 59245 or 59246 in drug claims and
procedure codes of C9003 or 90378 in medical claims.

Trends in palivizumab costs and utilization were quantified as a monthly per member per
month (PMPM) value. Costs were defined as ingredient cost (paid amount + copay amount +
other insurance paid — dispensing fee) and utilization was defined as the number of
prescriptions dispensed. Dual Medicare/Medicaid enrollees were excluded from trend
analyses.

The length of therapy was estimated for the pharmacy claims assuming each patient to have
one treatment, and the length was simply the sum of all the day's supply for their palivizumab
claims for that year (pharmacy claims only).  Where a patient had two claims on the same
day to accommodate dosing, the claims were counted as one and day’s supply was also
counted once.



Results:

The PMPM utilization of palivizumab is depicted in Figure 2 which shows that the majority of
payments originate from pharmacy claims. Figure 3 illustrates the existence of claims both
prior and after the RSV season along with the costs PMPM.

Figure 2 - Palivizumab Utilization July 2009 - June 2010
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There were 88 unique patients prescribed palivizumab during the study period (Table 1). Two
patients were older than 24 months when palivizumab was initiated.

Table 1 — Palivizumab user demographics

Total N= 88 (%)
Age in Months
Mean 9.8 Months
Range 1-38
>24 mths 2 2.3%
>12 and < 24 mths 25 28.4%
>6 and < 12 mths 15 17.0%
< 6 mths 46 52.3%
Female 41 46.6%
Race
White 62 70.5%
Hispanic 0.0%
American Indian 2 2.3%
Black 2 2.3%
Asian 0.0%
Other 22 25.0%

Note: Age shown is age in months as of first Palivizumab claim

The pharmacy claims were evaluated for treatment length and depicted in Table 2. The
average length of treatment was 86 days (range 28-196).

Table 2 — Treatment Length

Claim Paid
Pharmacy Patients Only N=79 % Count Amount
Unique Patient count for >=3 to <=5 months 24 | 30.4% 107 $286,634
Unique Patient count for > 5 months 10 | 12.7% 61 $167,644
Unique Patient count for < 3 months 45 | 57.0% 78 $165,520
Unique Patient count for claims before Nov 2009 14 | 17.7% 19 $33,420
Unique Patient count for claims after Apr 2010 4| 51% 6 $8,997

Table 3 categorizes palivizumab users using the AAP guideline criteria where it is available
from the claims data. Information is not available to categorize 46% of patients.

Table 3 — Patient counts for diagnostic categories

Age ICD9 Description ICD-9 N=88 %
76521, 76522,
<28 wks gestation 76523 or 76524 14 16%
29 to < 32 wks gestation 76525 or 76526 8 9%
32 to 34 wks gestation 76527 or 76528 6 7%
<24 mths CHD or CLD | 746xx, 747xx or 748xx 19 22%
<12 mths Neuromuscular Dx 358xx 0 0.0%
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Conclusions:

Palivizumab is effective in reducing RSV-associated hospitalizations in a select population, yet
is very costly. Timely use is important. Use beginning mid-season does not benefit high risk
children and infants while continued use beyond the RSV season does not confer any benefit
and is not cost-effective.’

The DUE documents use prior to and after the Oregon RSV season. There is also significant

use of more than the recommended 5 doses. Additionally there are 2 patients outside the age
recommendations for use.

Recommendations:

e Require a prior authorization for use of palivizumab in compliance with AAP
recommendations.

e Limit payment for palivizumab to pharmacy providers to eliminate the
possibility of duplicate payment between pharmacy and medical providers.
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SYNAGIS (PALIVIZUMAB)

Goals:
To promote and ensure use of palivizumab that is supported by the medical literature.
To eliminate any duplicate billing between pharmacy and medical providers

OHP GUIDELINE NOTE 69, SYNAGIS

Line 3

CPT code 90378, Synagis (palivizumab), is covered for infants meeting one of the criteria
given below (A-E), according to the treatment guidelines for each criterion:

A) Infants younger than 24 months who have congenital heart disease (CHD) or chronic
lung disease of prematurity (CLD, formerly called bronchopulmonary dysplasia) AND
require medical therapy

1) Therapy is initiated within 6 months before the start of the RSV season

2) Maximum 5 doses

B) Infants younger than 12 months with congenital abnormalities of the airway or
neuromuscular disease

1) Maximum 5 doses

C) Had a gestation age of 28 weeks or less

1) Initiated during the RSV season before the infant reaches 12 months

2) Maximum 5 doses

D) Had a gestation age of 29 weeks and 0 days to 31 weeks and 6 days

1) Initiated during the RSV season before the infant reaches 6 months

2) Maximum 5 doses

E) Had a gestational age of 32 weeks 0 days to 34 weeks 6 days

1) Born within 3 months before the start of RSV season or at any time throughout the RSV
season

2) Have at least 1 of these 2 risk factors

a) Infant attends child care; or

b) One or more siblings or other children younger than 5 years live permanently in the child’s
household.

3) Should receive prophylaxis only until they reach 90 days of age or a maximum of 3 doses
(whichever comes first).

Length of Authorization: Based on individual factors; may extend up to 5 months (5 doses).

Approval Criteria

2. Is the patient currently RSV negative? YES: Goto 3 NO: Pass to RPH:DENY
(Medical Appropriateness).
Synagis is only FDA approved
for prevention, not treatment
for RSV.
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How many doses did the patient receive in
the hospital?

number of doses
according to Table 1

3. Is the current age of the patient < 24 | YES: Goto 4. No: Pass to RPh, DENY.

months? (Medical Appropriateness).
Synagis not recommended for
patients >24 months old.

4. Does the patient have with CLD (chronic | YES: Go to 11, NO: Goto 5.
lung disease) ICD-9 7485x or 7486x and in | (Group a).
the past 6 months has required medical
treatment with at least one of the following;

a. bronchodilators,

b. chronic corticosteroid therapy,
c. home oxygen therapy,

d. diuretics?

5. Does the patient have hemodynamically YES: Go to 11, NO: Go to 6.

significant congenital heart disease (Group b).
(CHD)ICD-9 746xx or 747xx and at least
one of the following:
a. Are receiving treatment for
congestive heart failure, or
b. Have moderate to severe
pulmonary hypertension, or
C. Have cyanotic heart disease
6. Is the current age < 12 months? YES: Goto 7. NO: Pass to RPh, Deny.
(Medical Appropriateness).
7. Is the gestational age < 28 weeks. YES: Go to 11, NN: Go to 8.
(Group c).

8. Is gestational age < 34 weeks and 6 days YES: Go to 11, NO: Go to 9.
with congenital abnormalities of the airway (Group d).
or neuromuscular disease compromising
handling of secretions?

9. Current age < 6 months and gestational age | YES: Go to 11, NO: Go to 10.
< 29-31 weeks and 6 days. (Group e).

10. Current age < 90 days AND gestational age | YES: Go to 11, NO: Pass to RPh, Deny
< 32-34 weeks and 6 days AND with at least | (Group f). (Medical Appropriateness).
one of the following risk factors:

a. Daycare attendance May approve for the
b. Siblings less than 5 years of age following on a case by case
basis:
- >b5 doses or additional
doses after March 31°,
Prophylaxis for a
second/ subsequent
RSV season
11. What is the weight of the patient? Approve 15mg/kg and the

10
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Table 1. Maximum number of doses to approve for RSV prophylaxis based on diagnosis. For
Preterm Infants, based on birth date, gestational age, and presence of risk factors

Maximum number of doses for Season Beginning November
Group a-d Group e Group f
Criteria Group
(from above)
|| November 1 —
March 31 of 5 Zero doses; infant will be older Zero doses; infant will be
previous RSV than 6 months at start of RSV older than 90 days at start
season season of RSV season
| Zero doses, infant will be older
April 5 than 6 months at start of RSV
season
May 5 5
June 5 5
July 5 5
August 5 5 1*
September 5 5 2F
October 5 5 3*
November 5 5 3*
December 4 4 3*
January 3 3 3*
February 2 2 2F
March 1 1 1*

*infant may require less doses than listed based on age at the time of discharge from the hospital
Notes:

e Dose: 15 mg/kg via intramuscular injection once monthly throughout the RSV season.

e The start date for Synagis is November 1 each year (or sooner if RSV is detected in the
community) for a total of up to five doses.

e Approval for more than five doses or additional doses after March 31 is considered on a case-
by-case basis. Results from clinical trials indicate that Synagis trough concentrations greater
than 30 days after the 5™ dose will be well above the protective concentration so 5 doses will
provide more than 20 weeks of protection.

DUR Board Action: 05/17/11(DO/KK)
Revision(s):
Initiated:
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Synagis (palivizumab) '

Goal(s):

» Promote safe and effective use of Synagis.

Length of Authorization: Based on individual factors; may extend up to 5 months (5 doses).

Approval Criteria

1. What is the diagnosis being treated? Record ICD9 code and reject/internal error code
2. Is the request for immunoprophylaxis between the months of Yes: Goto #4 No: Go to #3
November and March?
3. Is the request for immunoprophylaxis starting in October due to | Yes: Go to #4 No: Pass to RPH:
an early onset* of the RSV season in the region from which the DENY (Medical
patient resides (see below)? Appropriateness).
Prophylaxis is
* Onset is defined as 2 consecutive weeks where % positive is 210% (datais indicated only during
provided by the Oreg(_)n’s Weekly Rgspiratory Syncyt_ial Virus Surveillance Report high viral activity.
from the Oregon Public Health Division based on regions. Weekly updates are
found at:
https://public.health.oregon.gov/DiseasesConditions/DiseasesAZ/Pages/disease.as
px?did=40)
Region Counties
NW Oregon- SW Benton, Clackamas, Clatsop, Columbia,
Washington Lane, Lincoln, Linn, Marion, Multhomah,
Polk, Tillamook, Washington, Yamhill
Central Oregon Crook, Deschutes, Grant, Harney,
Jefferson, Wheeler
Columbia Gorge — Baker,, Gilliam, Hood River, Morrow,
NE Oregon Sherman, Umatilla, Union, Wasco,
Wallowa
Southern Oregon Coos, Curry, Douglas, Jackson,
Josephine, Klamath, Lake, Malheur
géalgotg;} current age of the patient < 24 months at start of RSV Yes: Go to #5 No: Pass to RPH:
! DENY (Medical
Appropriateness).
Synagis not

recommended for
patients >24 months

old.
5. GROUP A
Does the patient have the CLD (chronic lung disease) ICD9 7485x | Yes: Go to #12 No: Go to #6
or 7486x and in the past 6 months has required medical treatment
with at least one of the following:
a. bronchodilators
b. chronic corticosteroid therapy
c. home oxygen therapy
d. diuretics
6. GROUP B
Does the patient have hemodynamically significant congenital Yes: Go to #12 No: Go to #7
heart disease (CHD) ICD9 746xx or 747xx and at least one of the
following:

a. Receiving treatment for congestive heart failure or
b. Have moderate to severe pulmonary hypertension or
c. Cyanotic heart disease

7. Will the patient be < 12 months at start of RSV season?
Yes: Goto #38 No: Pass to RPH:



https://public.health.oregon.gov/DiseasesConditions/DiseasesAZ/Pages/disease.aspx?did=40�
https://public.health.oregon.gov/DiseasesConditions/DiseasesAZ/Pages/disease.aspx?did=40�

AL
DENY (Medicaf*®

Appropriateness).
8. GROUP C
Is the gestational age < 28 weeks? Yes: Go to #12 No: Go to#9
9. GROUP D
Infants with congenital abnormalities of the airway or Yes: Go to #12 No: Go to#10
neuromuscular disease compromising handling of secretions?
10. GROUP E Yes: Go to #12 No: Go to #11

Will the patient be < 6 months at the start of the RSV season and
the gestational age < 29-31 weeks and 6 days?

11. GROUP F
Will the patient be < 90 days at the start of the RSV season AND

Yes: Go to #12

No: Pass to RPH:
DENY (Medical

have a gestational age of < 32-34 weeks and 6 days AND have at Appropriateness).
least one of the following risk factors:

a. Daycare attendance

b. Siblings less than 5 years of age

12. Is the request for more than 5 doses within the same RSV Yes: Pass to RPH: DENY | No: Go to #13

season or for dosing <28 days apart?

(Medical Appropriateness).
Prophylaxis is indicated for
5 months maximum and
doses should be
administered 228 days
apart.

May approve for the
following on a case by
case basis:

a.>5doses or
additional doses after
March 31°%.

b. Prophylaxis for a
second/subsequent RSV
season.

13. Has the patient had a weight taken within the last 30 days?

Yes: Document weight
and date and go to #14

Weight:
Date:

No: Pass to RPH:
obtain recent weight
so accurate dose can
be calculated.

14. Approve palivizumab for a dose of 15mg/kg. Document number of doses received in hospital and total number
approved according to BIRTH DATE and GROUP based on start of RSV season:

- Immunoprophylaxis between November - March refer to Table 1

- Immunoprophylaxis starting in October based on above (#3) refer to Table 2

Total number of doses approved for RSV season:

Number of doses received in the hospital:




Table 1. Maximum number of doses to approve for RSV prophylaxis (Based on Criteria Group from Above) — Beginniﬂ'g
NOVEMBER 1st

GROUP A-D GROUP E GROUP F
MONTH OF BIRTH (Child is <24 or <12 mo. old at start (Child is <6 mo. old at start of (Child is <3 mo. old at start of
of season) season) season)
November 1 — March 31 of 5 Zero doses; infant will be
previous RSV season older than 6 months at start
of RSV season
Zero doses; infant will be
April 5 older than 6 months at start Zero doses; infant will be
of RSV season older than 90 days at start
May 5 5 of RSV season
June 5 5
July 5 5
August 5 5 1*
September 5 5 2*
October 5 5 3*
November 5 5 3*
December 4 4 3*
January 3 3 3*
February 2 2 2*
March 1 1 1*

* Infant may require less doses than listed based on age at the time of discharge from the hospital. Subtract number of doses given
in hospital from total number of approved doses.

Table 2. Maximum number of doses to approve for RSV prophylaxis (Based on Criteria Group from Above) — Beginning
OCTOBER 1-31

GROUP A-D GROUP E GROUP F
MONTH OF BIRTH (Child is <24 or <12 mo. old at (Child is <6 mo. old at start of (Child is <3 mo. old at start of
start of season) season) season)

Zero doses; infant will be

November 1 — March 31 of 5 older than 6 months at start

previous RSV season of RSV season Zero doses; infant will be
April 5 5 older than 90 days at start
May 5 5 of RSV season
June 5 5

July 5 5 1*

August 5 5 2"
September 5 5 3*

October 5 5 3*

November 5 5 3*

December 4 4 3*

January 3 3 3*

February 2 2 2"

March 1 1 1*

* Infant may require less doses than listed based on age at the time of discharge from the hospital. Subtract number of doses given
in hospital from total number of approved doses.

Notes:

- Dose: 15 mg/kg via intramuscular injection once monthly throughout RSV season.

- The start date for Synagis is November 1 each year (or sooner when the Oregon Public Health Division has
determined that RSV season onset has occurred) for a total of up to five doses.

- Approval for more than five doses or additional doses after March 31 is considered on a case-by-case basis.
Results from clinical trials indicate that Synagis trough concentrations greater than 30 days after the 5" dose will be
well above the protective concentration therefore five doses will provide more than 20 weeks of protection.

DUR Board Action: 05/17/11 (DO/KK), 5/24/12 (KS)

Revision(s): 3/30/12 (KS)
Initiated:
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Preferred Drug List (PDL) — Non-Preferred Drugs in Select PDL Classes

Goal(s):

The purpose of this prior authorization policy is to ensure that non-preferred drugs are used for
an above-the-line condition.

Select classes include:

Alzheimers Drugs

Analgesics, Topical

Analgesics/Anesthetics, Topical

Angiotensin Converting Enzyme Inhibitors

Angiotensin Converting Enzyme Inhibitors + Hydrochlorothiazide
Angiotensin Il Receptor Blockers

Angiotensin Il Receptor Blockers + Hydrochlorothiazide
Antibiotics, Ophthalmic

Antibiotics, Oral

Antibiotics, Otic

Antibiotics-Steroid Combination, Ophthalmic
Antibiotics, Topical

Anticholinergic, Inhaled bronchodilators
Anticonvulsants

Antihyperuricemics

Anti-Inflammatories, Ophthalmic

Antiparasitics, Topical

Antiparkinsons Agents

Beta-Agonists, Inhaled Short-Acting

Beta-Blockers, Oral

Calcium Channel Blockers, Oral Dihydropyridine

Calcium Channel Blockers, Oral Non-Dihydropyridine

Colony Stimulating Factors

Diabetes, Oral Hypoglycemics

Diabetes, Oral Thiazolidinediones

Glaucoma, Ophthalmic

Histamine H2 Receptor Antagonists

Hormone Replacement Therapy, Oral

Hormone Replacement Therapy, Topical

Hormone Replacement Therapy, Vaginal

Multiple Sclerosis Drugs

Overactive Bladder Drugs

Pancreatic Enzymes

Phosphate Binders

Platelet Inhibitors

Statins & Combinations

Steroid, Topical

Targeted Immune Modulators

Ulcerative Colitis
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Initiative:
e PDL: Preferred Drug List

Length of Authorization:
Up to 12 months

Requires PA:
e Non-preferred drugs

Covered Alternatives:
Preferred alternatives listed at http://www.oregon.gov/DHS/healthplan/tools prov/pdl.shtml

Approval Criteria

1. What diagnosis is being treated? Record ICD9 code.
2. |s this an OHP-covered diagnosis? Yes: Go to #3. No: Go to #4.
3. Will the prescriber consider a change to a Yes: Inform provider of No: Approve for 1 year
preferred product? covered alternatives in or length of prescription,
class. whichever is less.
Message:

Preferred products do not require a PA.
Preferred products are evidence-based
reviewed for comparative effectiveness and
safety by the Health Resource Commission
(HRC).

4. RPH only; All other indications need to be evaluated as to whether they are above the line or
below the line diagnosis.

e |If above the line and clinic provides supporting literature: Approve for length of treatment.

e If below the line: Deny, (Not Covered by the OHP).

P&T /DUR Action: 9/16/10 (KS/DO), 9/24/09(DO), 5/21/09
Revision(s): 1/1/11, 9/16/10 (KS/DO)
Initiated:
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HEALTH EVIDENCE REVIEW COMMISSION (HERC)

DRAFT COVERAGE GUIDANCE: LOW BACK PAIN:
PHARMACOLOGIC INTERVENTIONS*
DATE: XX/XX/IXXXX

HERC COVERAGE GUIDANCE

Pharmacologic interventions for low back pain:

Initial pharmacologic therapy should be acetaminophen or non-
steroidal anti-inflammatory medications and/or skeletal muscle
relaxants

Second line agents include benzodiazepines and opioids, due to
associated risks

Systemic steroids should not be covered

For chronic low back pain, tricyclic antidepressants should be covered
For acute exacerbations of chronic low back pain, the herbal therapies
of devil's claw, willow bark, and capsicum are beneficial

*Coverage guidance for imaging, percutaneous interventions and surgery for low back pain will be
addressed in subsequent documents.

RATIONALE FOR GUIDANCE DEVELOPMENT

The HERC selects topics for guideline development or technology assessment based

on five principles. Selected topics must represent:

e a significant burden of disease,

e important uncertainty with regard to efficacy or harms,
e important variation or controversy in clinical care,

e high costs, significant economic impact, and/or

¢ high public interest.

Coverage guidance development follows to translate the evidence review to a policy
decision. In addition to an evidence-based guideline developed by the Evidence-based
Guideline Subcommittee and a health technology assessment developed by the Heath
Technology Assessment Subcommittee, coverage guidance may utilize an existing
evidence report produced in the last 5 years by the Agency for Healthcare Research
and Quality, the Medicaid Evidence-based Decisions Project or the Washington Health

Technology Assessment Program.
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EVIDENCE SOURCES

Livingston, C., King, V., Little, A., Pettinari, C., Thielke, A., & Gordon, C. (2011). State of Oregon
Evidence-based Clinical Guidelines Project. Evaluation and management of low back
pain: A clinical practice guideline based on the joint practice guideline of the American
College of Physicians and the American Pain Society (Diagnosis and treatment of low
back pain). Salem: Office for Oregon Health Policy and Research. Available at:
http://www.oregon.gov/OHA/OHPR/HERC/Evidence-Based-Guidelines.shtml

Chou, R., Huffman, L. Medications for Acute and Chronic Low Back Pain:A Review of the
Evidence for an American Pain Society/American College of Physicians Clinical Practice
Guideline. Ann Intern Med. 2007; 147; 505-514. Available at:
http://www.annals.org/content/147/7/505.full.pdf+html

Chou R., Qaseem, A., Snow, V., Casey, D., Cross, J.T., Jr., Shekelle, P., Owens, D.K.; Clinical
Efficacy Assessment Subcommittee of the American College of Physicians; American
College of Physicians; American Pain Society Low Back Pain Guidelines Panel.
Diagnosis and treatment of low back pain: a joint clinical practice guideline from the
American College of Physicians and the American Pain Society. Annals of Internal Med.
2007; 147(7); 478-491. Available at: http://www.annals.org/content/147/7/478.long

The summary of evidence in this document is derived directly from this evidence
source, and portions are extracted verbatim.

SUMMARY OF EVIDENCE

Clinical Background

Low back pain is the fifth most common reason for all physician visits in the United
States. Approximately one quarter of U.S. adults reported having low back pain lasting
at least 1 whole day in the past 3 months, and 7.6% reported at least 1 episode of
severe acute low back pain within a 1-year period. Low back pain is also very costly:
Total incremental direct health care costs attributable to low back pain in the U.S. were
estimated at $26.3 billion in 1998. In addition, indirect costs related to days lost from
work are substantial, with approximately 2% of the U.S. work force compensated for
back injuries each year.

Many patients have self-limited episodes of acute low back pain and do not seek
medical care. Among those who do seek medical care, pain, disability, and return to
work typically improve rapidly in the first month. However, up to one third of patients
report persistent back pain of at least moderate intensity 1 year after an acute episode,
and 1 in 5 report substantial limitations in activity. Approximately 5% of the people with
back pain disability account for 75% of the costs associated with low back pain.


http://www.oregon.gov/OHA/OHPR/HERC/Evidence-Based-Guidelines.shtml�
http://www.annals.org/content/147/7/505.full.pdf+html�
http://www.annals.org/content/147/7/478.long�
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Many options are available for evaluation and management of low back pain. However,
there has been little consensus, either within or between specialties, on appropriate
clinical evaluation and management of low back pain. Numerous studies show
unexplained, large variations in use of diagnostic tests and treatments. Despite wide
variations in practice, patients seem to experience broadly similar outcomes, although
costs of care can differ substantially among and within specialties.

Evidence Review

Recommendation 1: For patients with low back pain, clinicians should consider the use
of medications with proven benefits in conjunction with back care information and self-
care. Clinicians should assess severity of baseline pain and functional deficits, potential
benefits, risks, and relative lack of long-term efficacy and safety data before initiating
therapy (strong recommendation, moderate-quality evidence). For most patients, first-
line medication options are acetaminophen or nonsteroidal anti-inflammatory drugs.

Medications in several classes have been shown to have moderate, primarily short-term
benefits for patients with low back pain. Each class of medication is associated with
unique trade-offs involving benefits, risks, and costs. For example, acetaminophen is a
slightly weaker analgesic than NSAIDs but is a reasonable first-line option for treatment
of acute or chronic low back pain because of a more favorable safety profile and low
cost. Nonselective NSAIDs are associated with well-known gastrointestinal and
renovascular risks, and there is an association between exposure to cyclooxygenase-2—
selective or most nonselective NSAIDs and increased risk for myocardial infarction.
Opioid analgesics or tramadol are an option when used judiciously in patients with acute
or chronic low back pain who have severe, disabling pain that is not controlled (or is
unlikely to be controlled) with acetaminophen and NSAIDs. Because of substantial risks,
including aberrant drug-related behaviors with long-term use in patients vulnerable or
potentially vulnerable to abuse or addiction, potential benefits and harms of opioid
analgesics should be carefully weighed before starting therapy.

For skeletal muscle relaxants, although the antispasticity drug tizanidine has been well
studied for low back pain, there is little evidence for the efficacy of baclofen or
dantrolene, the other FDA-approved drugs for the treatment of spasticity. Other
medications in the skeletal muscle relaxant class are an option for short-term relief of
acute low back pain, but all are associated with central nervous system adverse effects
(primarily sedation). Tricyclic antidepressants are an option for pain relief in patients
with chronic low back pain and no contraindications to this class of medications.
Antidepressants in the selective serotonin reuptake inhibitor class and trazodone have
not been shown to be effective for low back pain, and serotonin—norepineprhine
reuptake inhibitors (duloxetine and venlafaxine) have not yet been evaluated for low
back pain.

Gabapentin is associated with small, short-term benefits in patients with radiculopathy
and has not been directly compared with other medications or treatments. There is



insufficient evidence to recommend for or against other antiepileptic drugs for back pain
with or without radiculopathy. For acute or chronic low back pain, benzodiazepines
seem similarly effective to skeletal muscle relaxants for short-term pain relief but are
also associated with risks for abuse, addiction, and tolerance. Herbal therapies, such as
devil's claw, willow bark, and capsicum, seem to be safe options for acute
exacerbations of chronic low back pain, but benefits range from small to moderate.
Systemic corticosteroids are not recommended for treatment of low back pain with or
without sciatica, because they have not been shown to be more effective than placebo.

[Evidence source]

Overall Summary

Medications in several classes, including NSAIDs, opioids, tramadol, skeletal muscle
relaxants, antidepressants and antiepileptics, have been shown to have moderate,
primarily short-term benefits for patients with low back pain. Each class of medication is
associated with unique trade-offs involving benefits, risks, and costs. For most patients,
first-line medications are acetaminophen or NSAIDs.

PROCEDURES

Pharmacologic therapy
DIAGNOSES
Low back pain

APPLICABLE CODES

CODES | DESCRIPTION

ICD-9 Diagnosis Codes

720.1 Spinal enthesopathy

720.2 Sacroiliitis, not elsewhere classified

721.3 Lumbosacral spondylosis without myelopathy

721.42 | Spondylosis with myelopathy, lumbar region

721.5 Kissing spine

721.6 Ankylosing vertebral hyperostosis

721.7 Traumatic spondylopathy

721.8 Other allied disorders of spine

721.9 Spondylosis of unspecified site
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CODES | DESCRIPTION
7221 Displacement of thoracic or lumbar intervertebral disc without myelopathy
722.2 Displacement of intervertebral disc, site unspecified, without myelopathy
722.32 | Schmorl's nodes, lumbar region
722.39 | Schmorl's nodes, other region
722.5 Degeneration of thoracic or lumbar intervertebral disc
722.6 Degeneration of intervertebral disc, site unspecified
722.70 | Intervertebral disc disorder with myelopathy, unspecified region
722.72 | Intervertebral disc disorder with myelopathy, thoracic region
722.73 | Intervertebral disc disorder with myelopathy, lumbar region
722.80 | Postlaminectomy syndrome, unspecified region
722.82 | Postlaminectomy syndrome, thoracic region
722.83 | Postlaminectomy syndrome, lumbar region
722.90 | Other and unspecified disc disorder, unspecified region
722.92 | Other and unspecified disc disorder, thoracic region
722.93 | Other and unspecified disc disorder, lumbar region
Other and unspecified disorders of back
724.0 Spinal stenosis other than cervical
724.00 Spinal stenosis, unspecified region
724.01 Spinal stenosis, thoracic region
724.02 Spinal stenosis, lumbar region, without neurogenic claudication
724.03 Spinal stenosis, lumbar region, with neurogenic claudication
724.09 Spinal stenosis, other region
724.1 Pain in thoracic spine
724.2 Lumbago
724 724.3 Sciatica
724.4 Thoracic or lumbosacral neuritis or radiculitis, unspecified
724.5 Backache, unspecified
724.6 Disorders of sacrum
724.7 Disorders of coccyx
724.70 Unspecified disorder of coccyx
724.71 Hypermobility of coccyx
724.79 Other disorders of coccyx
724.8 Other symptoms referable to back
724.9 Other unspecified back disorders
732.0 Juvenile osteochondrosis of spine
733.0 Osteoporosis
737.2 Lordosis (acquired)
737.30 | Scoliosis [and kyphoscoliosis], idiopathic
737.39 | Other kyphoscoliosis and scoliosis
737.4 Curvature of spine associated with other conditions
737.8 Other curvatures of spine
737.9 Unspecified curvature of spine
738.4 Acquired spondylolisthesis
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CODES | DESCRIPTION

738.5 Other acquired deformity of back or spine

739.2 Nonallopathic lesions, thoracic region

739.3 Nonallopathic lesions, lumbar region

739.4 Nonallopathic lesions, sacral region

754.2 Congenital musculoskeletal deformities of spine

756.1 Congenital anomalies of spine

846 Sprains and strains of sacroiliac region

847.1 Sprain of thoracic

847.2 Sprain of lumbar

847.1-9 | 847.3 Sprain of sacrum

847.4 Sprain of coccyx

847.9 Sprain of unspecified site of back

ICD-9 Volume 3 (procedure codes)

None

CPT Codes

None

HCPCS Level Il Codes

J7506 Prednisone, oral, per 5 mg

J7509 Methylprednisolone, oral, per 4 mg

J7510 Prednisolone, oral, per 5 mg
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Coverage guidance is prepared by the Health Evidence Review Commission (HERC), HERC staff, and
subcommittee members. The evidence summary is prepared by the Center for Evidence-based Policy at Oregon
Health & Science University (the Center). This document is intended to guide public and private purchasers in
Oregon in making informed decisions about health care services.

The Center is not engaged in rendering any clinical, legal, business or other professional advice. The statements
in this document do not represent official policy positions of the Center. Researchers involved in preparing this
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HEALTH EVIDENCE REVIEW COMMISSION (HERC)

DRAFT COVERAGE GUIDANCE: LOW BACK PAIN:
NON-PHARMACOLOGIC/NON-INVASIVE INTERVENTIONS*

DATE: XX/XXIXXXX

HERC COVERAGE GUIDANCE

For pain < 4 weeks, self-care is recommended, and for those who do not improve
with self-care, spinal manipulation should be covered.

For pain > 4 weeks duration, the following treatments may be covered:
e Acupuncture

Cognitive-behavioral therapy

Exercise therapy

Intensive interdisciplinary rehabilitation

Massage therapy

Progressive relaxation

Spinal manipulation

Yoga (viniyoga)

The following should NOT be covered for low back pain:

e Continuous or intermittent traction
e Transcutaneous electrical nerve stimulation

*Coverage guidance for imaging, percutaneous interventions and surgery for low back pain will be
addressed in subsequent documents.

RATIONALE FOR GUIDANCE DEVELOPMENT

The HERC selects topics for guideline development or technology assessment based
on the following principles:

Represents a significant burden of disease

Represents important uncertainty with regard to efficacy or harms
Represents important variation or controversy in clinical care
Represents high costs, significant economic impact

Topic is of high public interest
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Coverage guidance development follows to translate the evidence review to a policy
decision. In addition to an evidence-based guideline developed by the Evidence-based
Guideline Subcommittee and a health technology assessment developed by the Heath
Technology Assessment Subcommittee, coverage guidance may utilize an existing
evidence report produced in the last 5 years by the Agency for Healthcare Research
and Quality, the Medicaid Evidence-based Decisions Project or the Washington Health
Technology Assessment Program.

EVIDENCE SOURCES

Livingston, C., King, V., Little, A., Pettinari, C., Thielke, A., & Gordon, C. (2011). State of Oregon
Evidence-based Clinical Guidelines Project. Evaluation and management of low back
pain: A clinical practice guideline based on the joint practice guideline of the American
College of Physicians and the American Pain Society (Diagnosis and treatment of low
back pain). Salem: Office for Oregon Health Policy and Research. Available at:
http://www.oregon.gov/OHA/OHPR/HERC/Evidence-Based-Guidelines.shtml

Chou, R., Huffman, L. Nonpharmacologic Therapies for Acute and Chronic Low Back Pain:A
Review of the Evidence for an American Pain Society/American College of Physicians
Clinical Practice Guideline. Ann Intern Med. 2007; 147; 492-504. Available at:
http://www.annals.org/content/147/7/492.full.pdf+html

Chou R., Qaseem, A., Snow, V., Casey, D., Cross, J.T., Jr., Shekelle, P., Owens, D.K.; Clinical
Efficacy Assessment Subcommittee of the American College of Physicians; American
College of Physicians; American Pain Society Low Back Pain Guidelines Panel.
Diagnosis and treatment of low back pain: a joint clinical practice guideline from the
American College of Physicians and the American Pain Society. Annals of Internal Med.
2007; 147(7); 478-491. Available at: http://www.annals.org/content/147/7/478.long

The summary of evidence in this document is derived directly from these evidence
sources, and portions are extracted verbatim.

SUMMARY OF EVIDENCE

Clinical Background

Low back pain is the fifth most common reason for all physician visits in the United
States. Approximately one quarter of U.S. adults reported having low back pain lasting
at least 1 whole day in the past 3 months, and 7.6% reported at least 1 episode of
severe acute low back pain within a 1-year period. Low back pain is also very costly:
Total incremental direct health care costs attributable to low back pain in the U.S. were
estimated at $26.3 billion in 1998. In addition, indirect costs related to days lost from
work are substantial, with approximately 2% of the U.S. work force compensated for
back injuries each year.


http://www.oregon.gov/OHA/OHPR/HERC/Evidence-Based-Guidelines.shtml�
http://www.annals.org/content/147/7/492.full.pdf+html�
http://www.annals.org/content/147/7/478.long�

121

Many patients have self-limited episodes of acute low back pain and do not seek
medical care. Among those who do seek medical care, pain, disability, and return to
work typically improve rapidly in the first month. However, up to one third of patients
report persistent back pain of at least moderate intensity 1 year after an acute episode,
and 1 in 5 report substantial limitations in activity. Approximately 5% of the people with
back pain disability account for 75% of the costs associated with low back pain.

Many options are available for evaluation and management of low back pain. However,
there has been little consensus, either within or between specialties, on appropriate
clinical evaluation and management of low back pain. Numerous studies show
unexplained, large variations in use of diagnostic tests and treatments. Despite wide
variations in practice, patients seem to experience broadly similar outcomes, although
costs of care can differ substantially among and within specialties.

Evidence Review

Recommendation 1: Clinicians should provide patients with evidence-based
information on low back pain with regard to their expected course, advise patients to
remain active, and provide information about effective self-care options (strong
recommendation, moderate-quality evidence).

Clinicians should inform all patients of the generally favorable prognosis of acute low
back pain with or without sciatica, including a high likelihood for substantial
improvement in the first month. General advice on self-management for nonspecific low
back pain should include recommendations to remain active, which is more effective
than resting in bed for patients with acute or subacute low back pain. Self-care
education books based on evidence-based guidelines, such as The Back Book are
recommended because they are an inexpensive and efficient method for supplementing
clinician-provided back information and advice and are similar or only slightly inferior in
effectiveness to such costlier interventions as supervised exercise therapy,
acupuncture, massage, and spinal manipulation.

[Evidence source]

Recommendation 2: For patients who do not improve with self-care options, clinicians
should consider the addition of nonpharmacologic therapy with proven benefits—for
acute low back pain, spinal manipulation; for chronic or subacute low back pain,
intensive interdisciplinary rehabilitation, exercise therapy, acupuncture, massage
therapy, spinal manipulation, yoga, cognitive-behavioral therapy, or progressive
relaxation (weak recommendation, moderate-quality evidence).


http://www.annals.org/content/147/7/478.long�
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For acute low back pain (duration <4 weeks), spinal manipulation administered by
providers with appropriate training is associated with small to moderate short-term
benefits. Supervised exercise therapy and home exercise regimens are not effective for
acute low back pain, and the optimal time to start exercise therapy after the onset of
symptoms is unclear. For subacute (duration >4 to 8 weeks) low back pain, intensive
interdisciplinary rehabilitation (defined as an intervention that includes a physician
consultation coordinated with a psychological, physical therapy, social, or vocational
intervention) is moderately effective, and functional restoration with a cognitive-
behavioral component reduces work absenteeism due to low back pain in occupational
settings. For chronic low back pain, moderately effective nonpharmacologic therapies
include acupuncture, exercise therapy, massage therapy, Viniyoga-style yoga,
cognitive-behavioral therapy or progressive relaxation, spinal manipulation, and
intensive interdisciplinary rehabilitation. Transcutaneous electrical nerve stimulation has
conflicting and insufficient evidence to support efficacy. Intermittent and continuous
traction (in patients with or without sciatica) are ineffective for low back pain.

[Evidence source]

Overall Summary

Non-pharmacologic treatments that have been shown to be effective for LBP include
spinal manipulation, intensive interdisciplinary rehabilitation, exercise therapy,
acupuncture, massage therapy, yoga, cognitive-behavioral therapy and progressive
relaxation. Transcutaneous electrical nerve stimulation has not been proven effective,
and intermittent or continuous traction have been proven ineffective in the treatment of
LBP.

PROCEDURES

Acupuncture

Cognitive-behavioral therapy
Continuous or intermittent traction
Exercise therapy

Intensive interdisciplinary rehabilitation
Massage therapy

Progressive relaxation

Spinal manipulation

Transcutaneous electrical nerve stimulation


http://www.annals.org/content/147/7/478.long�
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Viniyoga-style yoga
DIAGNOSES
Low back pain

APPLICABLE CODES

CODES | DESCRIPTION

ICD-9 Diagnosis Codes

720.1 Spinal enthesopathy

720.2 Sacroiliitis, not elsewhere classified

721.3 Lumbosacral spondylosis without myelopathy

721.42 | Spondylosis with myelopathy, lumbar region

721.5 Kissing spine

721.6 Ankylosing vertebral hyperostosis

721.7 Traumatic spondylopathy

721.8 Other allied disorders of spine

721.9 Spondylosis of unspecified site

7221 Displacement of thoracic or lumbar intervertebral disc without myelopathy

722.2 Displacement of intervertebral disc, site unspecified, without myelopathy

722.32 | Schmorl's nodes, lumbar region

722.39 | Schmorl's nodes, other region

722.5 Degeneration of thoracic or lumbar intervertebral disc

722.6 Degeneration of intervertebral disc, site unspecified

722.70 | Intervertebral disc disorder with myelopathy, unspecified region

722.72 | Intervertebral disc disorder with myelopathy, thoracic region

722.73 | Intervertebral disc disorder with myelopathy, lumbar region

722.80 | Postlaminectomy syndrome, unspecified region

722.82 | Postlaminectomy syndrome, thoracic region

722.83 | Postlaminectomy syndrome, lumbar region

722.90 | Other and unspecified disc disorder, unspecified region

722.92 | Other and unspecified disc disorder, thoracic region

722.93 | Other and unspecified disc disorder, lumbar region

Other and unspecified disorders of back

724.0 Spinal stenosis other than cervical

724.00 Spinal stenosis, unspecified region

724.01 Spinal stenosis, thoracic region

724.02 Spinal stenosis, lumbar region, without neurogenic claudication
724.03 Spinal stenosis, lumbar region, with neurogenic claudication
724.09 Spinal stenosis, other region

724 724.1 Pain in thoracic spine

724.2 Lumbago

724.3 Sciatica

724.4 Thoracic or lumbosacral neuritis or radiculitis, unspecified
724.5 Backache, unspecified

724.6 Disorders of sacrum

724.7 Disorders of coccyx

724.70 Unspecified disorder of coccyx




724.71 Hypermobility of coccyx

724.79 Other disorders of coccyx

724.8 Other symptoms referable to back
724.9 Other unspecified back disorders

732.0 Juvenile osteochondrosis of spine
733.0 Osteoporosis
737.2 Lordosis (acquired)
737.30 | Scoliosis [and kyphoscoliosis], idiopathic
737.39 | Other kyphoscoliosis and scoliosis
737.4 Curvature of spine associated with other conditions
737.8 Other curvatures of spine
737.9 Unspecified curvature of spine
738.4 Acquired spondylolisthesis
738.5 Other acquired deformity of back or spine
739.2 Nonallopathic lesions, thoracic region
739.3 Nonallopathic lesions, lumbar region
739.4 Nonallopathic lesions, sacral region
754.2 Congenital musculoskeletal deformities of spine
756.1 Congenital anomalies of spine
846 Sprains and strains of sacroiliac region
847.1 Sprain of thoracic
847.2 Sprain of lumbar
847 1-9 847.3 Sprain of sacrum

847.4 Sprain of coccyx
847.9 Sprain of unspecified site of back

ICD-9 Volume 3 (procedure codes)

None

CPT

Spinal Manipulation

98925 | Osteopathic manipulative treatment (OMT); 1-2 body regions involved

98926 3-4 body regions involved

98927 5-6 body regions involved

98928 7-8 body regions involved

98929 9-10 body regions involved

98940 Chiropractic manipulative treatment (CMT); spinal, 1-2 regions

98941 spinal, 3-4 regions

98942 spinal, 5 regions

98943 extraspinal, 1 or more regions

Acupuncture

97810 Acupuncture, 1 or more needles; without electrical stimulation, initial 15 minutes of
personal one-on-one contact with the patient

+97811 without glectrical §timulqtion, gach gdditional 15 minutes of personal one-on-one
contact with the patient, with re-insertion of needle(s)

97813 v;/_ith telectrical stimulation, initial 15 minutes of personal one-on-one contact with the
patien

with electrical stimulation, each additional 15 minutes of personal one-on-one

+97814 . . : : .

contact with the patient, with re-insertion of needle(s)

Cognitive Behavioral Therapy
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Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in

90804 | an office or outpatient facility, approximately 20 to 30 minutes face-to-face with the
patient

90805 with medical evaluation and management services

90806 Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in
an office or outpatient facility, approximately 45 to 50 minutes face-to-face with the
patient

90807 with medical evaluation and management services

90808 Individual psychotherapy, insight oriented, behavior modifying and/or supportive, in
an office or outpatient facility, approximately 75 to 80 minutes face-to-face with the
patient

90809 with medical evaluation and management services

90810 Individual psychotherapy, interactive, using play equipment, physical devices,
language interpreter, or other mechanisms of non-verbal communication, in an office
or outpatient facility, approximately 20 to 30 minutes face-to-face with the patient

90811 with medical evaluation and management services

90812 Individual psychotherapy, interactive, using play equipment, physical devices,
language interpreter, or other mechanisms of non-verbal communication, in an office
or outpatient facility, approximately 45 to 50 minutes face-to-face with the patient

90813 with medical evaluation and management services
Individual psychotherapy, interactive, using play equipment, physical devices,

90814 language interpreter, or other mechanisms of non-verbal communication, in an office
or outpatient facility, approximately 75 to 80 minutes face-to-face with the patient

90815 with medical evaluation and management services
Individual psychophysiological therapy incorporating biofeedback training by any

90875 | modality (face-to-face with the patient), with psychotherapy (eg, insight oriented,
behavior modifying or supportive psychotherapy)

97001 Physical therapy evaluation

97002 Physical therapy re-evaluation

97012 Traction, mechanical

97014 Electrical stimulation (unattended)

97110 Therapeutic procedure, 1 or more areas, each 15 minutes; therapeutic exercises to
develop strength and endurance, range of motion and flexibility

97112 neuromuscular reeducation of movement, balance, coordination, kinesthetic sense,
posture, and/or proprioception for sitting and/or standing activities

97116 gait training (includes stair climbing)

97124 massage, including effleurage, petrissage and/or tapotement (stroking,
compression, percussion)

97140 Manual therapy techniques (eg, mobilization/manipulation, manual lymphatic
drainage, manual traction), 1 or more regions, each 15 minutes
Therapeutic procedures(s), group (2 or more individuals) (Group therapy procedures

97150 involve constant attendance of the physician or therapist, but by definition do not
require one-on-one patient contact by the physician or therapist)

97530 Therapeutic activities, direct (one-on-one) patient contact by the provider (use of

dynamic activities to improve functional performance), each 15 minutes

HCPCS Level Il Codes

E0830 | Ambulatory traction device, all types, each
E0941 Gravity assisted traction device, any type
H0002 | Behavioral health screening to determine eligibility for admission to treatment
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program

HO004 | Behavioral health counseling and therapy, per 15 minutes

HO0031 | Mental health assessment, by nonphysician

H0032 | Mental health service plan development by nonphysician

H2000 | Comprehensive multidisciplinary evaluation

H2001 | Rehabilitation program, per %2 day

S9451 Exercise classes, nonphysician provider, per session

Coverage guidance is prepared by the Health Evidence Review Commission (HERC), HERC staff, and
subcommittee members. The evidence summary is prepared by the Center for Evidence-based Policy at Oregon
Health & Science University (the Center). This document is intended to guide public and private purchasers in
Oregon in making informed decisions about health care services.

The Center is not engaged in rendering any clinical, legal, business or other professional advice. The statements
in this document do not represent official policy positions of the Center. Researchers involved in preparing this
document have no affiliations or financial involvement that conflict with material presented in this document.
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