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Drug Use Research & Management Program
OHA Division of Medical Assistance Programs

Oregon S-tate 500 Summer Street NE, E35; Salem, OR 97301-1079

universiTy  Phone 503-947-5220 | Fax 503-947-1119

College of Pharmacy
Oregon Drug Use Review / Pharmacy & Therapeutics Committee
Thursday, December 3™, 2020 1:00 - 5:00 PM
Remote Meeting via Zoom Platform
MEETING AGENDA

NOTE: Any agenda items discussed by the DUR/P&T Committee may result in changes to 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. The DUR/P&T Committee functions as
the Rules Advisory Committee to the Oregon Health Plan for adoption into Oregon Administrative Rules
410-121-0030 & 410-121-0040 in accordance with Oregon Revised Statute 183.333.

|. CALL TO ORDER

1:00 PM A. Roll Call & Introductions R. Citron (OSU)
B. Conflict of Interest Declaration R. Citron (OSU)
C. Approval of Agenda and Minutes R. Citron (OSU)
D. Department Update T. Douglass (OHA)
1:20 PM Il. CONSENT AGENDA TOPICS J. Slater (Chair)
A. Quarterly Utilization Reports
B. CMS Annual Report
C. P&T Annual Report
D. Oncology Policy Update
E. Drug Class Literature Scans

1. Substance Use Disorder, Opioid and Alcohol
2. Newer Antiemetics
3. Public Comment

I1l. DUR ACTIVITIES

1:25 PM A. ProDUR Report R. Holsapple (GT)
B. RetroDUR Report D. Engen (OSU)
C. Oregon State Drug Review K. Sentena (OSU)

1. Optimizing the Use of NPH Insulin in Patients with Type 2
Diabetes Mellitus
2. Shifts in the Treatment of Community Acquired Pneumonia

IV. DUR OLD BUSINESS

1:40 PM A. LABA/LAMA/ICS Combination Inhaler Prior Authorization K. Sentena (OSU)
Update
1. Prior Authorization Criteria Update
2. Public Comment
3. Discussion of Clinical Recommendations to OHA



1:45 PM B. Severe Inflammatory Skin Disease HERC Guideline Note and D. Moretz (OSU)
Prior Authorization Update
1. Prior Authorization Criteria Update
2. Public Comment
3. Discussion of Clinical Recommendations to OHA

V. PREFERRED DRUG LIST NEW BUSINESS

1:50 PM A. Sedatives Class Update with New Drug Evaluation A. Gibler (OSU)
1. Class Update/Prior Authorization Criteria
2. Dayvigo® (lemborexant) New Drug Evaluation
3. Public Comment
4. Discussion of Clinical Recommendations to OHA

2:10 PM B. Tepezza® (teprotumumab-trbw) New Drug Evaluation S. Fletcher (OSU)
1. New Drug Evaluation/Prior Authorization Criteria
2. Public Comment
3. Discussion of Clinical Recommendations to OHA

2:25 PM C. Gout Class Update K. Sentena (OSU)
1. Class Update/Prior Authorization Criteria
2. Public Comment
3. Discussion of Clinical Recommendations to OHA

2:40 PM D. Evrysdi™ (risdiplam) New Drug Evaluation D. Engen (OSU)
1. New Drug Evaluation/Prior Authorization Criteria
2. Public Comment
3. Discussion of Clinical Recommendations to OHA

3:00 PM BREAK

3:15PM E. Oxervate™ (cenegermin) New Drug Evaluation M. Herink (OSU)
1. New Drug Evaluation/Prior Authorization Criteria
2. Public Comment
3. Discussion of Clinical Recommendations to OHA

VI. DUR NEW BUSINESS

3:30 PM A. Drug Discontinuation Case Management Policy Proposal S. Servid (OSU)
1. Policy Proposal
2. Public Comment
3. Discussion of Clinical Recommendations to OHA

3:45 PM B. Consultation for Antipsychotics in Kids Policy Evaluation S. Servid (OSU)
1. Policy Evaluation
2. Public Comment
3. Discussion of Clinical Recommendations to OHA



4:00 PM

4:05 PM

4:50 PM

VII. PDL OLD BUSINESS

A. CGRP inhibitors (evidence review conducted in August)
1. No Clinical Recommendations to OHA
2. Public Comment

VIII. EXECUTIVE SESSION

IX. RECONVENE for PUBLIC RECOMMENDATIONS

X. ADJOURN

K. Sentena (OSU)
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Oregon Pharmacy and Therapeutics Committee — Appointed members

Name

Tracy Klein, PhD, FNP
Caryn Mickelson, PharmD
William Origer, MD

James Slater, PharmD

Mark Helm, MD, MBA, FAAP
Russell Huffman, DNP, PMHNP
Jim Rickards, MD, MBA
Cathy Zehrung, RPh

Patrick DeMartino, MD, MPh
Dave Pass, MD

Stacy Ramirez, PharmD

Title

Public
Pharmacist
Physician
Pharmacist
Physician
Public
Physician
Pharmacist
Physician
Physician

Pharmacist

Profession

Nurse Practitioner

Pharmacy Director
Residency Faculty

Pharmacy Director
Pediatrician

Mental Health Nurse Practitioner
Radiologist / Medical Director
Pharmacy Manager
Pediatrician

Medical Director

Ambulatory Care Pharmacist

Location
Portland
Coos Bay
Albany
Beaverton
Salem
Salem
McMinnville
Silverton
Portland
West Linn

Corvallis

Term Expiration
December 2020
December 2020
December 2020
December 2020
December 2021
December 2021
December 2021
December 2021
December 2022
December 2022

December 2022

Oregon Pharmacy and Therapeutics Committee Appointments
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Oregon Drug Use Review / Pharmacy & Therapeutics Committee
Thursday, October 01, 2020 1:00 - 5:00 PM
Via Zoom webinar

MEETING MINUTES

NOTE: Any agenda items discussed by the DUR/P&T Committee may result in changes to
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. The DUR/P&T Committee functions as the Rules Advisory
Committee to the Oregon Health Plan for adoption into Oregon Administrative Rules 410-
121-0030 & 410-121-0040 in accordance with Oregon Revised Statute 183.333

Members Present: Mark Helm, MD, MBA, FAAP; Caryn Mickelson, PharmD; Russell
Huffman, DNP, PMHNP; Tracy Klein, PhD, FNP; William Origer, MD; James Slater,
PharmD; Stacy Ramirez, PharmD; Cathy Zehrung RPh;

Staff Present: Roger Citron, RPh; David Engen, PharmD; Andrew Gibler, PharmD;
Richard Holsapple, RPh; Deanna Moretz, PharmD; Sarah Servid, PharmD; Sara
Fletcher, PharmD; Kathy Sentena, PharmD; Dee Weston, JD; Brandon Wells; Jennifer
Bowen

Audience: Karen Einbinder, Greenwich Biosciences; Adam Kopp, Zogenix Inc.; Amiee
Weems, Acorda Therapeutics; Amy Burns, Allcare; Andrea Wilcuts, Takeda; Anthony
Wheeler, Eli Lilly*; Brandon Yip, Sanofi; Bruce Wallace, Azurity; Camille Kerr, Regeneron,;
Chi Kohloff, Viela Bio; Christina Hartmann; Dan Allen, Sanofi-Genzyme; Dave Huges; David
Nagarkatti-Gude; Debbie Sheppe, Neurelis*; Dennis Schaffner, Sanofi-Genzyme; Deron
Grothe, Teva Pharmaceuticals; Elise Conlee, Greenwich Boisciences; Jena Ritter; Jeanne
Vander Zanded; Jeffery Mussack, Braeburn Inc.; Jennifer Shear, Teva*; Kaite Scheelar;
Keely Larson, Bayer Healthcare; Kim Tran; Lori Howarth, Bayer; Lori McDermott, Supernus;
Margaret Olmon, AbbVie*; Marissa Tabile; Mark Kantor, AllCare; Timothy McFerron,
Alkermes; Michael Fifer, Providence; Michael Foster, BMS; Nena Hartman, Neurocrine
Biosciences; Nick Kashey; Carrie Johnson, Amgen*; Nichole Robline, Otsuka; Paul
Thompson, Alkermes; Robb Host Neurelis; Robin Traver, Umpquah Health; Roy Lindfield,
Sunovion; Shannon Lee, Trillium; Shirley Quach, Novartis*; Sibin Stephen, Zogenix*;
Stephanie Kennedy, Greenwich Biosciences*; Suzanne Gauen, Providence; Terry
Cadenasso, Acorda Therapeutics; Venus Holder, Eli Lilly; William O’Neill, Sunovion*;
Amanda Parrish
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(*) Provided verbal testimony

Written testimony: Posted to OSU Website

L CALL TO ORDER

A. The meeting was called to order at approximately 1:05 pm. Introductions were made by
Committee members and staff

B. Conflict of Interest Declaration - No new conflicts of interest were declared

C. Approval of August 2020 minutes presented by Mr. Citron
ACTION: Motion to approve, 2", all in favor

D. Department Update provided by Dee Weston

E. Covid-19 Updates

Il. CONSENT AGENDA TOPICS

A. Oncology Policy Update
B. Orphan Drug Policy Update
ACTION: Motion to approve, 2", all in favor

lll. DUR NEW BUSINESS

A. Bipolar Drug Use Evaluation (DUE)
Doctors Nick Kashey, MD and David Nagarkatti-Gude, MD from the Mental Health
Clinical Advisory Group (MHCAG) presented the MHCAG Acute Bipolar Depression and
Acute Bipolar Mania treatment algorithms.

Doctor Sarah Servid, PharmD presented the Bipolar DUE and proposal to:

1. Implement a targeted profiled review of patients with bipolar disorder who
have frequent hospitalization or emergency room visits for psychiatric reasons
to identify areas for optimization of medications and notify prescribers if
opportunities to improve care are identified

2. Prioritize patients with 3 or more hospitalizations or ED visits over 6 months for
psychiatric reasons and who: 1) appear non-adherent to current therapy; or 2)
are prescribed regimens not recommended by the OHA and Mental Health
Clinical Advisory Group. Non-recommended regimens may include patients with
3 or more bipolar medications, patients prescribed antidepressant
monotherapy, or patients who use aripiprazole for bipolar depression
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ACTION: Motion to approve, 2", all in favor

IV. PREFERRED DRUG LIST NEW BUSINESS

A. Atopic Dermatitis (AD) Literature Scan
Dr. Moretz presented the proposal to:

1. Revise the prior authorization (PA) criteria for AD and topical antipsoriatics to
reflect the expanded indication for crisaborole in children aged 3 months and
older with moderate AD

2. Revise the PA criteria for dupilumab to reflect expanded indication for
management of moderate-to severe AD not well controlled by topical
prescription medications in children older than 6 years of age

ACTION: Motion to approve, 2", all in favor

B. Asthma COPD Class Update
Dr. Sentena presented the proposal to:

1. Make no changes to the PMPDP based on clinical evidence

2. Update the clinical definition of severe and very severe COPD in the roflumilast PA
criteria

3. Clarify the age recommendations for use of monoclonal antibodies

Public Comment: Jennifer Shear, Teva Pharmaceuticals

ACTION: The Committee amended he proposed Roflumilast PA criteria to include that
the request be from or in consultation with pulmonary specialist
Motion to approve, 2", all in favor

C. Antiepileptic (non-injectable) Class Update and New Drug Evaluation (NDE)
Dr. Moretz presented the proposal to:

1. Designate fenfluramine as non-preferred on the PMPDP and to implement the
proposed PA criteria to ensure medically appropriate utilization

2. Revise the PA criteria for cannabidiol to reflect the expanded indication and
appropriate dosing for tuberous sclerosis complex (TSC) in patients 1 year of age
and older

3. Rename Antiepileptics class from “oral and recta
account for nasal formulations

IM

to “non-injectable” to
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Public Comments: Sibin Stephen, Zogenix; Debbie Sheppe, Neurelis; Stephanie Kennedy
Greenwich Biosciences

ACTION: Motion to approve, 2", all in favor

D. Antacids: Proton Pump Inhibitors and H2 Receptor Antagonists Class Update
Dr.Sentena presented the proposal to:

1. Make no changes to the PMPDP based on clinical evidence
2. Modify PPI PA criteria to clarify durations of therapy

ACTION: Motion to approve, 2" all in favor

E. Parkinson’s Disease Class Update and NDEs
Dr. Gibler presented the proposal to:

1. Designate istradefylline, opicapone and apomorphine sublingual as a non-
preferred on the PMPDP based on the clinical evidence and availability of
several first-line agents

2. Update the Anti-Parkinson’s Agents PA criteria to ensure safe and appropriate
use of the new agents

Public Comment: William O’Neill, Sunovion Pharmaceuticals
ACTION: Motion to approve, 2" all in favor

F. Biologics for Autoimmune Conditions DERP Summary and Policy Evaluation
Dr.Moretz presented the DERP summary and proposal to:

1. Make no changes to the PMPDP based on clinical evidence
2. Modify the PA criteria to reflect updated indications for the Targeted Immune
Modulator agents as proposed

Dr. Servid presented the Policy Evaluation and recommended:

1. Make no policy changes based on current utilization data
2. Continue to monitor trends in utilization

Public Comment: Shirley Quach, Novartis; Margaret Olmon, AbbVie; Anthony Wheeler,
Eli Lilly; Carrie Johnson, Amgen

ACTION: Motion to approve, 2nd, all in favor
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V. DUR NEW BUSINESS (continued)

B.

Modafinil/armodafinil Drug Use Evaluation (DUE)

ACTION: Committee reviewed the DUE and recommended modifying the
modafinil/armodafinil PA criteria to prevent inappropriate use during pregnancy and in
women of childbearing age.

ACTION: Motion to approve, 2nd, all in favor

VI. EXECUTIVE SESSION

Members Present: Mark Helm, MD, MBA, FAAP; Caryn Mickelson, PharmD;
Russell Huffman, DNP, PMHNP; Tracy Klein, PHD, FNP; William Origer, MD,
James Slater, PharmD; Stacy Ramirez, PharmD; Cathy Zehrung RPh

Staff Present: Roger Citron, RPh; David Engen, PharmD; Richard Holsapple,
RPh; Deanna Moretz, PharmD; Sarah Servid, PharmD; Sara Fletcher, PharmD;
Kathy Sentena, PharmD; Dee Weston, JD; Brandon Wells; Jennifer Bowen

VIl. RECONVENE for PUBLIC RECOMMENDATIONS

A. Parkinson’s Disease Class Update and NDEs:

Recommendation: Make amantadine capsules and tablets preferred
ACTION: Motion to approve, 2", all in favor

Asthma/COPD Class Update
Recommendation: Make Tudorza® Pressair non-preferred and make AirDuo RespiClick®,
Anoro Ellipta, and Stiolto® Respimat® preferred

ACTION: Motion to approve, Z“d, all in favor

Antiepileptics (non-injectable) Class Update and NDE
Recommendation: make fenfluramine non-preferred
ACTION: Motion to approve, 2", all in favor

PPl and H2Ras Update
Recommendation: Make famotidine complete chew tablets nizatidine solution,

Aciphex®, Dexilant ®, Prevacid® DR capsules, and Pylera™ and
lansopra/amoxicil/clarithro combo pack preferred
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ACTION: Motion to approve, 2", all in favor

E. Atopic Dermatitis Literature Scan
Recommendation: Make no changes to the PMPDP
ACTION: Motion to approve, 2“", all in favor
F. Biologics for Autoimmune Conditions
Recommendation: Make secukinumab non-preferred
ACTION: Motion to approve, 2" all in favor
IX. ADJOURN
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Pharmacy Utilization Summary Report: April 2019 - March 2020

Eligibility Apr-19 May-19 Jun-19 Jul-19 Aug-19 Sep-19 Oct-19 Nov-19 Dec-19 Jan-20 Feb-20 Mar-20 Avg Monthly
Total Members (FFS & Encounter) 981,514 979,468 979,316 980,226 981,629 983,778 985,585 983,689 987,294 994,279 996,305 1,000,312 986,116
FFS Members 113,342 112,672 115,232 91,378 99,920 100,302 93,871 98,749 99,972 99,615 99,252 99,928 102,019
OHP Basic with Medicare 28,706 29,057 29,456 8,912 9,279 9,365 9,067 9,362 9,174 8,622 8,495 7,620 13,926
OHP Basic without Medicare 11,739 11,877 12,010 11,793 11,967 12,047 11,869 12,431 12,040 11,882 11,860 11,739 11,938
ACA 72,897 71,738 73,766 70,673 78,674 78,890 72,935 76,956 78,758 79,111 78,897 80,569 76,155
Encounter Members 868,172 866,796 864,084 888,848 881,709 883,476 891,714 884,940 887,322 894,664 897,053 900,384 884,097
OHP Basic with Medicare 48,472 48,276 48,107 68,815 68,626 68,722 69,151 68,769 69,265 69,949 70,261 71,185 64,133
OHP Basic without Medicare 62,066 61,919 61,721 61,928 61,667 61,560 62,079 62,180 62,716 62,920 62,837 62,961 62,213
ACA 757,634 756,601 754,256 758,105 751,416 753,194 760,484 753,991 755,341 761,795 763,955 766,238 757,751
Gross Cost Figures for Drugs Apr-19 May-19 Jun-19 Jul-19 Aug-19 Sep-19 Oct-19 Nov-19 Dec-19 Jan-20 Feb-20 Mar-20 YTD Sum
Total Amount Paid (FFS & Encounter) $84,561,129 $85,980,028 $78,167,189 $85,055,814 $83,123,535 $79,456,672 $88,365,709 $78,985,841 $84,952,890 $88,322,009 $83,247,202 $97,428,147| $1,017,646,165
Mental Health Carve-Out Drugs $8,447,557 $8,554,692 $7,894,004 $8,770,843 $8,637,006 $8,054,406 $8,946,623 $8,123,302 $8,833,011 $9,313,993 $8,618,548 $9,530,946 $103,724,932
OHP Basic with Medicare $5,313 $9,126 $19,504 $33,196 $41,678 $32,600 $39,134 $33,985 $42,387 $39,720 $32,707 $32,473 $361,823
OHP Basic without Medicare $3,368,793 $3,391,609 $3,114,862 $3,469,040 $3,404,521 $3,092,348 $3,526,687 $3,185,572 $3,467,289 $3,664,083 $3,322,058 $3,685,725 $40,692,588
ACA $5,008,598 $5,091,642 $4,710,878 $5,218,235 $5,140,367 $4,887,029 $5,333,566 $4,861,088 $5,268,846 $5,554,566 $5,206,509 $5,754,480 $62,035,805
FFS Physical Health Drugs $2,879,553 $2,931,558 $2,704,342 $2,766,861 $2,695,478 $2,464,425 $2,876,750 $2,555,405 $2,680,436 $3,080,244 $2,756,464 $3,063,379 $33,454,895
OHP Basic with Medicare $252,462 $213,421 $172,138 $54,037 $55,005 $55,104 $56,836 $56,626 $59,356 $63,798 $53,297 $59,705 $1,151,784
OHP Basic without Medicare $913,628 $976,791 $992,631 $1,090,552 $977,844 $864,722 $1,097,580 $861,451 $915,077 $1,113,467 $1,001,354 $1,084,160 $11,889,257
ACA $1,579,955 $1,598,242 $1,436,366 $1,522,871 $1,534,551 $1,430,300 $1,598,719 $1,523,079 $1,593,255 $1,766,011 $1,581,027 $1,780,399 $18,944,775
FFS Physician Administered Drugs $1,480,691 $1,549,242 $1,881,057 $1,182,623 $1,281,658 $1,525,455 $1,511,969 $1,399,813 $1,262,100 $1,406,300 $1,647,684 $1,481,560 $17,610,151
OHP Basic with Medicare $373,120 $394,329 $342,177 $129,304 $178,107 $164,039 $184,137 $144,037 $145,078 $151,072 $123,996 $97,255 $2,426,651
OHP Basic without Medicare $248,526 $241,896 $571,302 $191,329 $158,834 $571,313 $412,645 $381,235 $218,817 $202,571 $558,507 $255,867 $4,012,843
ACA $435,887 $478,336 $564,674 $360,353 $512,532 $412,295 $409,614 $497,868 $467,315 $610,371 $511,420 $404,709 $5,665,374
Encounter Physical Health Drugs $57,531,834 $58,011,804 $52,064,337 $56,710,022 $55,852,143 $53,801,689 $59,496,847 $53,103,585 $56,842,562 $58,214,720 $55,183,721 $65,718,370 $682,531,635
OHP Basic with Medicare $297,613 $358,530 $565,673 $770,940 $713,674 $731,917 $818,160 $757,098 $714,018 $851,925 $715,087 $844,014 $8,138,649
OHP Basic without Medicare $14,411,598 $14,591,538 $13,246,587 $13,892,922 $13,434,217 $12,770,370 $14,341,487 $13,213,012 $14,164,763 $14,118,233 $13,288,441 $15,375,219 $166,848,387
ACA $42,137,890 $42,410,915 $37,648,008 $41,394,985 $41,101,073 $39,674,389 $43,722,283 $38,596,448 $41,297,272 $42,564,664 $40,567,827 $48,714,629 $499,830,384
Encounter Physician Administered Drugs $14,221,494 $14,932,731 $13,623,450 $15,625,466 $14,657,250 $13,610,696 $15,533,520 $13,803,736 $15,334,781 $16,306,751 $15,040,785 $17,633,892 $180,324,552
OHP Basic with Medicare $326,967 $376,244 $323,347 $565,456 $495,483 $555,523 $599,925 $562,445 $552,790 $575,235 $560,588 $561,137 $6,055,140
OHP Basic without Medicare $3,130,179 $3,440,733 $2,896,279 $2,930,664 $3,028,602 $2,743,246 $3,346,156 $2,704,265 $3,236,489 $3,626,398 $3,690,116 $3,443,051 $38,216,178
ACA $10,551,544 $10,902,548 $10,249,304 $11,704,067 $10,809,620 $10,005,193 $11,262,850 $10,076,696 $11,019,283 $11,669,496 $10,521,344 $13,401,591 $132,173,536

OHP = Oregon Health Plan
ACA = Affordable Care Act expansion

Amount Paid on the Claim = 1) Ingredient Cost ([AAAC/NADAC/WAC] x Dispense Quantity) + Dispensing Fee. If Billed Amount is lower, pay Billed Amount, 2) - TPL amount

Last Updated: October 22, 2020
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Pharmacy Utilization Summary Report: April 2019 - March 2020

YTD Percent Paid Amounts

Encounter Physical

Health
0,
FFS PAD 67%
2%
FFS Physical Health
3%
Mental Health
Carveout
10%
Encounter PAD
18%
OHP Basic
w/Medicare
2%
OHP Basic w/o
Medicare
26%
OHP ACA
72%

OHP = Oregon Health Plan

ACA = Affordable Care Act expansion

PAD = Physician-administered drugs

Amount Paid on the Claim = 1) Ingredient Cost ([AAAC/NADAC/WAC] x Dispense Quantity) + Dispensing Fee.
If Billed Amount is lower, pay Billed Amount, 2) - TPL amount
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UNIVERSITY

College of Pharmacy

Pharmacy Utilization Summary Report: April 2019 - March 2020

Quarterly Rebates Invoiced 2019-Q2 2019-Q3 2019-Q4 2020-Q1 YTD Sum
Total Rebate Invoiced (FFS & Encounter) $106,429,227 $105,097,256 $104,686,174 $113,955,839 $430,168,495
CMS MH Carve-out $11,355,244 $11,213,311 $11,473,116 $13,675,140 $47,716,811
SR MH Carve-out $1,120,422 $1,156,887 $1,270,415 $1,414,199 $4,961,924
CMS FFS Drug $6,007,808 $5,079,370 $4,990,931 $6,060,878 $22,138,988
SR FFS $307,417 $304,047 $332,895 $424,577 $1,368,936
CMS Encounter $81,536,784 $82,502,401 $81,463,483 $85,459,231 $330,961,899
SR Encounter $6,101,551 $4,841,239 $5,155,334 $6,921,814 $23,019,938
Quaterly Net Drug Costs 2019-Q2 2019-Q3 2019-Q4 2020-Q1 YTD Sum
Estimated Net Drug Costs (FFS & Encounter) $142,279,120 $142,538,766 $147,618,267 $155,041,518 $587,477,670,
Mental Health Carve-Out Drugs $12,420,587 $13,092,057 $13,159,405 $12,374,148 $51,046,197
FFS Phys Health + PAD $7,111,217 $6,533,083 $6,962,647 $6,950,176 $27,557,122
Encounter Phys Health + PAD $122,747,316 $122,913,625 $127,496,215 $135,717,194 $508,874,350

SR FFS
0%

CMS FFS Drug
5%

YTD Percent Rebates Invoiced

SR MH Carve-out
1%

CMS MH Carve-out
11%

SR Encounter
5%

CMS Encounter

78%

SR = Supplemental Rebate

CMS = Center for Medicaid Services
PAD = Physician-administered drugs
MH = Mental Health

Last Updated: October 22, 2020
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Drug Use Research & Management Program
DHS - Health Systems Division

2 Phone 503-947-5220 | Fax 503-947-1119
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UNIVERSITY

College of Pharmacy

Pharmacy Utilization Summary Report: April 2019 - March 2020

500 Summer Street NE, E35, Salem, OR 97301-1079

Gross PMPM Drug Costs (Rebates not Subtracted) Apr-19 May-19 Jun-19 Jul-19 Aug-19 Sep-19 Oct-19 Nov-19 Dec-19 Jan-20 Feb-20 Mar-20 Avg Monthly
PMPM Amount Paid (FFS & Encounter) $86.15 $87.78 $79.82 $86.77 $84.68 $80.77 $89.66 $80.30 $86.05 $88.83 $83.56 $97.40 $85.98
Mental Health Carve-Out Drugs $8.61 $8.73 $8.06 $8.95 $8.80 $8.19 $9.08 $8.26 $8.95 $9.37 $8.65 $9.53 $8.76
FFS Physical Health Drugs $25.41 $26.02 $23.47 $30.28 $26.98 $24.57 $30.65 $25.88 $26.81 $30.92 $27.77 $30.66 $27.45
FFS Physician Administered Drugs $13.06 $13.75 $16.32 $12.94 $12.83 $15.21 $16.11 $14.18 $12.62 $14.12 $16.60 $14.83 $14.38
Encounter Physical Health Drugs $66.27 $66.93 $60.25 $63.80 $63.35 $60.90 $66.72 $60.01 $64.06 $65.07 $61.52 $72.99 $64.32
Encounter Physician Administered Drugs $16.38 $17.23 $15.77 $17.58 $16.62 $15.41 $17.42 $15.60 $17.28 $18.23 $16.77 $19.58 $16.99
Claim Counts Apr-19 May-19 Jun-19 Jul-19 Aug-19 Sep-19 Oct-19 Nov-19 Dec-19 Jan-20 Feb-20 Mar-20 Avg Monthly
Total Claim Count (FFS & Encounter) 1,076,941 1,087,649 1,004,370 1,070,887 1,050,042 1,028,418 1,105,169 1,007,039 1,079,018 1,111,384 1,040,531 1,142,814 1,067,022
Mental Health Carve-Out Drugs 162,582 163,473 151,536 165,175 161,570 156,903 167,866 154,111 164,605 169,884 157,763 177,094 162,714
FFS Physical Health Drugs 56,939 56,897 51,182 43,094 42,359 41,650 43,812 39,776 42,307 46,490 42,231 45,925 46,055
FFS Physician Administered Drugs 13,975 14,721 13,419 12,467 12,079 11,527 12,023 10,443 11,568 12,833 11,166 9,977 12,183
Encounter Physical Health Drugs 727,514 734,360 676,149 725,940 708,037 698,124 755,330 683,402 734,583 759,144 714,273 806,921 726,981
Encounter Physician Administered Drugs 115,931 118,198 112,084 124,211 125,997 120,214 126,138 119,307 125,955 123,033 115,098 102,897 119,089
Gross Amount Paid per Claim (Rebates not Subtracted) Apr-19 May-19 Jun-19 Jul-19 Aug-19 Sep-19 Oct-19 Nov-19 Dec-19 Jan-20 Feb-20 Mar-20 Avg Monthly
Average Paid / Claim (FFS & Encounter) $78.52 $79.05 $77.83 $79.43 $79.16 $77.26 $79.96 $78.43 $78.73 $79.47 $80.00 $85.25 $79.42
Mental Health Carve-Out Drugs $51.96 $52.33 $52.09 $53.10 $53.46 $51.33 $53.30 $52.71 $53.66 $54.83 $54.63 $53.82 $53.10
FFS Physical Health Drugs $50.57 $51.52 $52.84 $64.21 $63.63 $59.17 $65.66 $64.24 $63.36 $66.26 $65.27 $66.70 $61.12
FFS Physician Administered Drugs $105.95 $105.24 $140.18 $94.86 $106.11 $132.34 $125.76 $134.04 $109.10 $109.58 $147.56 $148.50 $121.60
Encounter Physical Health Drugs $79.08 $79.00 $77.00 $78.12 $78.88 $77.07 $78.77 $77.70 $77.38 $76.68 $77.26 $81.44 $78.20
Encounter Physician Administered Drugs $122.67 $126.34 $121.55 $125.80 $116.33 $113.22 $123.15 $115.70 $121.75 $132.54 $130.68 $171.37 $126.76
Gross Amount Paid per Claim - Generic-Multi Source Drugs (Rebates not Subtracted) Apr-19 May-19 Jun-19 Jul-19 Aug-19 Sep-19 Oct-19 Nov-19 Dec-19 Jan-20 Feb-20 Mar-20 Avg Monthly
Generic-Multi Source Drugs: Average Paid / Claim (FFS & Encounter) $18.76 $18.88 $18.75 $19.18 $19.35 $19.24 $19.46 $18.83 $19.04 $19.47 $19.73 $20.07 $19.23
Mental Health Carve-Out Drugs $17.96 $18.15 $18.23 $18.40 $18.21 $17.41 $17.52 $17.57 $17.69 $17.54 $17.51 $16.67 $17.74
FFS Physical Health Drugs $17.95 $17.18 $17.60 $19.09 $19.76 $19.17 $21.32 $20.59 $20.07 $21.11 $19.79 $20.10 $19.48
Encounter Physical Health Drugs $19.02 $19.17 $18.96 $19.39 $19.61 $19.71 $19.85 $19.05 $19.32 $19.85 $20.27 $20.89 $19.59
Gross Amount Paid per Claim - Branded-Single Source Drugs (Rebates not Subtracted) Apr-19 May-19 Jun-19 Jul-19 Aug-19 Sep-19 Oct-19 Nov-19 Dec-19 Jan-20 Feb-20 Mar-20 Avg Monthly
Branded-Single Source Drugs: Average Paid / Claim (FFS & Encounter) $478.93 $484.89 $476.69 $494.72 $503.42 $466.74 $468.64 $487.98 $497.93 $500.18 $508.85 $524.66 $491.14
Mental Health Carve-Out Drugs $1,068.47 $1,064.26 $1,064.09 $1,078.09 $1,073.36 $1,048.18 $1,074.34 $1,059.42 $1,063.74 $1,103.03 $1,094.60 $1,104.73 $1,074.69
FFS Physical Health Drugs $170.55 $179.74 $188.98 $262.08 $260.31 $230.88 $252.41 $256.44 $248.95 $265.92 $275.00 $272.00 $238.61
Encounter Physical Health Drugs $485.89 $491.05 $478.40 $480.72 $490.00 $454.30 $452.84 $473.63 $484.72 $483.95 $492.33 $511.01 $481.57
Generic Drug Use Percentage Apr-19 May-19 Jun-19 Jul-19 Aug-19 Sep-19 Oct-19 Nov-19 Dec-19 Jan-20 Feb-20 Mar-20 Avg Monthly
Generic Drug Use Percentage 88.3% 88.4% 88.5% 88.7% 88.8% 88.3% 87.9% 88.5% 88.8% 89.0% 89.2% 88.9% 88.6%
Mental Health Carve-Out Drugs 96.8% 96.7% 96.8% 96.7% 96.7% 96.7% 96.6% 96.6% 96.6% 96.6% 96.6% 96.6% 96.7%
FFS Physical Health Drugs 78.6% 78.9% 79.4% 81.4% 81.8% 81.1% 80.8% 81.5% 81.1% 81.6% 82.2% 81.5% 80.8%
Encounter Physical Health Drugs 87.1% 87.3% 87.4% 87.3% 87.4% 86.8% 86.4% 87.1% 87.5% 87.8% 87.9% 87.6% 87.3%
Preferred Drug Use Percentage Apr-19 May-19 Jun-19 Jul-19 Aug-19 Sep-19 Oct-19 Nov-19 Dec-19 Jan-20 Feb-20 Mar-20 Avg Monthly
Preferred Drug Use Percentage 85.54% 85.52% 85.46% 85.42% 85.34% 85.26% 85.05% 85.44% 85.50% 85.21% 85.11% 85.19% 85.3%
Mental Health Carve-Out Drugs 73.66% 73.51% 73.26% 73.19% 73.18% 73.24% 73.31% 73.11% 73.03% 73.13% 73.06% 73.28% 73.2%
FFS Physical Health Drugs 95.23% 95.24% 95.48% 94.50% 94.58% 94.58% 94.56% 94.68% 94.97% 94.72% 94.32% 93.75% 94.7%
Encounter Physical Health Drugs 87.47% 87.47% 87.46% 87.65% 87.56% 87.43% 87.15% 87.71% 87.78% 87.35% 87.26% 87.31% 87.5%

Amount Paid on the Claim = 1) Ingredient Cost ([AAAC/NADAC/WAC] x Dispense Quantity) + Dispensing Fee. If Billed Amount is lower, pay Billed Amount, 2) - TPL amount

Last Updated: October 22, 2020
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Top 40 Drugs by Gross Amount Paid (FFS Only) - Third Quarter 2020

Amount % Total Claim Avg Paid
Rank Drug PDL Class Paid  FFS Costs Count per Claim PDL
1 LATUDA Antipsychotics, 2nd Gen $6,480,755 17.1% 5,235 $1,238 Y
2 INVEGA SUSTENNA Antipsychotics, Parenteral $3,006,102 7.9% 1,489 $2,019 Y
3 VRAYLAR Antipsychotics, 2nd Gen $2,295,119 6.0% 2,038 $1,126 Y
4 REXULTI Antipsychotics, 2nd Gen $1,580,505 4.2% 1,465 $1,079 \Y
5  ABILIFY MAINTENA Antipsychotics, Parenteral $1,572,282 4.1% 808 $1,946 Y
6  INVEGA TRINZA Antipsychotics, Parenteral $803,809 2.1% 126 $6,379 Y
7  ARISTADA Antipsychotics, Parenteral $675,631 1.8% 297 $2,275 Y
8  TRINTELLIX Antidepressants $628,630 1.7% 1,566 $401 Y
9 BUPROPION XL Antidepressants $569,730 1.5% 30,660 $19 \Y
10 SAPHRIS Antipsychotics, 2nd Gen $547,644 1.4% 771 $710 Y
11  SERTRALINE HCL Antidepressants $514,512 1.4% 50,029 $10 Y
12 VIIBRYD Antidepressants $503,535 1.3% 1,703 $296 \Y
13 DULOXETINE HCL Antidepressants $470,214 1.2% 32,608 S14 Vv
14 FLUOXETINE HCL Antidepressants $454,474 1.2% 36,382 $12 Y
15 TRAZODONE HCL Antidepressants $433,171 1.1% 42,882 $10
16 PALIPERIDONE ER Antipsychotics, 2nd Gen $373,326 1.0% 1,923 $194 \Y
17 ESCITALOPRAM OXALATE Antidepressants $318,523 0.8% 31,222 $10 Y
18 VENLAFAXINE HCL ER Antidepressants $309,965 0.8% 1,977 $157 \Y
19 RISPERDAL CONSTA* Antipsychotics, Parenteral $301,561 0.8% 340 $887 Y
20 BUSPIRONE HCL STC 07 - Ataractics, Tranquilizers $296,142 0.8% 21,847 S14
21 ATOMOXETINE HCL* ADHD Drugs $286,659 0.8% 5,250 $55 Y
22 LAMOTRIGINE Antiepileptics (non-injectable) $274,628 0.7% 25,658 $11 Y
23 BIKTARVY HIV $273,915 0.7% 102 $2,685 Y
24 CHOLBAM* Bile Therapy $248,996 0.7% 6 $41,499 N
25 LAMOTRIGINE ER Antiepileptics (non-injectable) $235,354 0.6% 2,385 $99 Vv
26  Inj Pembrolizumab Physican Administered Drug $226,615 0.6% 48 $4,721
27  VENLAFAXINE HCL ER Antidepressants $215,620 0.6% 16,774 $13 Y
28  AMITRIPTYLINE HCL* Antidepressants $206,699 0.5% 14,466 $14 Y
29 QUETIAPINE FUMARATE* Antipsychotics, 2nd Gen $206,503 0.5% 17,946 $12 Y
30 Inj, Nusinersen, 0.1mg Physican Administered Drug $199,020 0.5% 1 $199,020
31 MAVYRET* Hepatitis C, Direct-Acting Antivirals $198,234 0.5% 19 $10,433 Y
32  TRIKAFTA* Cystic Fibrosis $191,447 0.5% 21 $9,117 N
33 CITALOPRAM HBR Antidepressants $187,607 0.5% 21,274 $9 Y
34  LANTUS SOLOSTAR* Diabetes, Insulins $182,939 0.5% 467 $392 Y
35 Gammagard Liquid Injection Physican Administered Drug $172,442 0.5% 25 $6,898
36 ARIPIPRAZOLE Antipsychotics, 2nd Gen $168,671 0.4% 11,197 $15 Vv
37 HUMIRA(CF) PEN* Biologics for Autoimmune Conditions $154,037 0.4% 34 $4,531 Y
38 CHLORPROMAZINE HCL Antipsychotics, 1st Gen $153,848 0.4% 615 $250 Vv
39 MIRTAZAPINE Antidepressants $150,954 0.4% 9,747 $15 Y
40 OLANZAPINE Antipsychotics, 2nd Gen $145,914 0.4% 11,229 $13 Y
Top 40 Aggregate: $26,215,732 402,632 $7,465
All FFS Drugs Totals: $37,977,894 648,363 $619

* Drug requires Prior Authorization

Notes

- FFS Drug Gross Costs only, rebates not subtracted

- PDL Key: Y=Preferred, N=Non-Preferred, V=Voluntary, Blank=Non PDL Class
- Amount Paid on the Claim = 1) Ingredient Cost (JAAAC/NADAC/WAC] x Dispense Quantity) + Dispensing Fee. If Billed Amount is lower, pay Billed Amount, 2) - TPL amount

Last updated: October 22, 2020
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Top 40 Physical Health Drugs by Gross Amount Paid (FFS Only) - Third Quarter 2020

Amount % Total Claim Avg Paid
Rank Drug PDL Class Paid  FFS Costs Count per Claim PDL
1 BIKTARVY HIV $273,915 2.7% 102 $2,685 Y
2  CHOLBAM* Bile Therapy $248,996 2.5% 6 $41,499 N
3 Inj Pembrolizumab Physican Administered Drug $226,615 2.3% 48 $4,721
4 Inj, Nusinersen, 0.1mg Physican Administered Drug $199,020 2.0% 1 $199,020
5 MAVYRET* Hepatitis C, Direct-Acting Antivirals $198,234 2.0% 19 $10,433 Y
6  TRIKAFTA* Cystic Fibrosis $191,447 1.9% 21 $9,117 N
7  LANTUS SOLOSTAR* Diabetes, Insulins $182,939 1.8% 467 $392 Y
8  Gammagard Liquid Injection Physican Administered Drug $172,442 1.7% 25 $6,898
9 HUMIRA(CF) PEN* Biologics for Autoimmune Conditions $154,037 1.5% 34 $4,531 Y
10 CONCERTA* ADHD Drugs $144,666 1.4% 526 $275 N
11 STELARA* Biologics for Autoimmune Conditions $134,653 1.3% 15 $8,977 N
12 Epoetin Alfa, 100 Units Esrd Physican Administered Drug $132,528 1.3% 589 $225
13 PROMACTA Thrombocytopenia Drugs $111,662 1.1% 10 $11,166 Y
14 Inj., Emicizumab-Kxwh 0.5 Mg Physican Administered Drug $109,387 1.1% 4 $27,347
15 BUPRENORPHINE-NALOXONE* Substance Use Disorders, Opioid & Alcohol $101,727 1.0% 1,694 $60 Y
16 VYVANSE* ADHD Drugs $100,999 1.0% 623 $162 Y
17  Inj., Rituximab, 10 Mg Physican Administered Drug $93,276 0.9% 34 $2,743
18 VIMPAT Antiepileptics (non-injectable) $92,680 0.9% 200 $463 Y
19 ALBUTEROL SULFATE HFA Beta-Agonists, Inhaled Short-Acting $90,744 0.9% 2,482 $37 Y
20 ELIQUIS Anticoagulants, Oral and SQ $90,066 0.9% 280 $322 Y
21  Aflibercept Injection Physican Administered Drug $89,903 0.9% 156 $576
22  EPCLUSA* Hepatitis C, Direct-Acting Antivirals $80,945 0.8% 4 $20,236 Y
23 Etonogestrel Implant System Physican Administered Drug $80,142 0.8% 130 $616
24 NOVOLOG FLEXPEN Diabetes, Insulins $74,394 0.7% 136 $547 Y
25 LEVEMIR FLEXTOUCH Diabetes, Insulins $72,608 0.7% 140 $519 Y
26 FLOVENT HFA Corticosteroids, Inhaled $71,713 0.7% 452 $159 Y
27 ENBREL SURECLICK* Biologics for Autoimmune Conditions $71,075 0.7% 25 $2,843 Y
28 VIGABATRIN Antiepileptics (non-injectable) $69,683 0.7% 6 $11,614 N
29 Infliximab Not Biosimil 10mg Physican Administered Drug $66,949 0.7% 55 $1,217
30 XULANE STC 63 - Oral Contraceptives $63,532 0.6% 376 $169
31 PULMOZYME Cystic Fibrosis $62,476 0.6% 33 $1,893 Y
32 COSENTYX PEN (2 PENS)* Biologics for Autoimmune Conditions $62,453 0.6% 11 $5,678 Y
33 Inj. Pemetrexed Nos 10mg Physican Administered Drug $61,965 0.6% 30 $2,065
34 TRUVADA HIV $61,783 0.6% 46 $1,343 Y
35 OPSUMIT* Pulmonary Arterial Hypertension Oral and Inhale $60,584 0.6% 6 $10,097 N
36 GENVOYA HIV $60,227 0.6% 22 $2,738 Y
37 Mirena, 52 Mg Physican Administered Drug $59,480 0.6% 98 $607
38 HUMIRA* Biologics for Autoimmune Conditions $59,335 0.6% 8 $7,417 Y
39 LANTUS Diabetes, Insulins $59,291 0.6% 182 $326 Y
40 Injection, Ocrelizumab, 1 Mg Physican Administered Drug $58,943 0.6% 4 $14,736
Top 40 Aggregate: $4,397,515 9,100 $10,412
All FFS Drugs Totals: $9,979,557 127,433 $640

* Drug requires Prior Authorization

Notes
- FFS Drug Gross Costs only, rebates not subtracted

- PDL Key: Y=Preferred, N=Non-Preferred, V=Voluntary, Blank=Non PDL Class
- Amount Paid on the Claim = 1) Ingredient Cost ([AAAC/NADAC/WAC] x Dispense Quantity) + Dispensing Fee. If Billed Amount is lower, pay Billed Amount, 2) - TPL amount

Last updated: October 22, 2020
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Prior Authorization Criteria Update: Oncology

Purpose of the Update:
This update identifies antineoplastic drugs recently approved by the FDA to add to the oncology policy (see Table 1).

Table 1. New oncology drugs

Brand Name Generic Name
GAVRETO pralsetinib
Recommendation:

¢ Modify PA to include new, recently approved antineoplastic drugs.

Author: Sarah Servid, PharmD December 2020
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Appendix 1. Proposed Prior Authorization Criteria

Oncology Agents

Goal(s):

To ensure appropriate use for oncology medications based on FDA-approved and compendia-recommended (i.e., National
Comprehensive Cancer Network® [NCCN]) indications.

Length of Authorization:
e Uptolyear

Requires PA:
Initiation of therapy for drugs listed in Table 1 (applies to both pharmacy and physician administered claims). This does not apply to

oncologic emergencies administered in an emergency department or during inpatient admission to a hospital.
Covered Alternatives:

o Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
e Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Is the request for treatment of an oncologic emergency Yes: Approve for length of No: Go to #3
(e.g., superior vena cava syndrome [ICD-10 I187.1] or spinal | therapy or 12 months, whichever
cord compression [ICD-10 G95.20]) administered in the is less.

emergency department?

3. Is the request for any continuation of therapy? Yes: Approve for length of No: Goto #4
therapy or 12 months, whichever
is less.
4. Is the diagnosis funded by OHP? Yes: Go to #5 No: Pass to RPh. Deny; not

funded by the OHP.

Author: Servid December 2020
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Approval Criteria

patient is enrolled in a clinical trial to evaluate efficacy or
safety of the requested drug?

medical appropriateness.

Note: The Oregon Health
Authority is statutorily unable to
cover experimental or
investigational therapies.

5. Is the indication FDA-approved for the requested drug? Yes: Pass to RPh. Approve for No: Go to #6
length of therapy or 12 months,
Note: This includes all information required in the FDA- whichever is less.
approved indication, including but not limited to the
following as applicable: diagnosis, stage of cancer,
biomarkers, place in therapy, and use as monotherapy or
combination therapy.
6. Is the indication recommended by National Comprehensive | Yes: Pass to RPh. Approve for No: Go to #7
Cancer Network (NCCN) Guidelines® for the requested length of therapy or 12 months,
drug? whichever is less.
Note: This includes all information required in the NCCN
recommendation, including but not limited to the following
as applicable: diagnosis, stage of cancer, biomarkers,
place in therapy, and use as monotherapy or combination
therapy.
7. |s there documentation based on chart notes that the Yes: Pass to RPh. Deny; No: Go to #8

Is the request for a rare cancer which is not addressed by
National Comprehensive Cancer Network (NCCN)
Guidelines® and which has no FDA approved treatment
options?

Yes: Go to #9

No: Pass to RPh. Deny;
medical appropriateness.

Author: Servid
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Approval Criteria

9. All other diagnoses must be evaluated for evidence of clinical benefit.

The prescriber must provide the following documentation:
* medical literature or guidelines supporting use for the condition,
* clinical chart notes documenting medical necessity, and
* documented discussion with the patient about treatment goals, treatment prognosis and the side effects, and knowledge of
the realistic expectations of treatment efficacy.

RPh may use clinical judgement to approve drug for length of treatment or deny request based on documentation provided by
prescriber. If new evidence is provided by the prescriber, please forward request to Oregon DMAP for consideration and potential
modification of current PA criteria.

Table 1. Oncology agents which apply to this policy (Updated 11/03/2020)
New Antineoplastics are immediately subject to the policy and will be added to this table at the next P&T Meeting

Generic Name Brand Name Generic Name Brand Name
abemaciclib VERZENIO afatinib dimaleate GILOTRIF
abiraterone acet,submicronized | YONSA alectinib HCI ALECENSA
abiraterone acetate ZYTIGA alpelisib PIQRAY
acalabrutinib CALQUENCE apalutamide ERLEADA
ado-trastuzumab emtansine KADCYLA asparaginase (Erwinia chrysan) | ERWINAZE
atezolizumab TECENTRIQ ipilimumab YERVOY
avapritinib AYVAKIT Isatuximab SARCLISA
avelumab BAVENCIO ivosidenib TIBSOVO
axicabtagene ciloleucel YESCARTA ixazomib citrate NINLARO
axitinib INLYTA larotrectinib VITRAKVI
belinostat BELEODAQ lenvatinib mesylate LENVIMA
BENDAMUSTINE
bendamustine HCI HCL lorlatinib LORBRENA
bendamustine HCI BENDEKA lurbinectedin ZEPZELCA
bendamustine HCI TREANDA lutetium Lu 177 dotate LUTATHERA
binimetinib MEKTOVI midostaurin RYDAPT
belantamab mafodotin-bimf BLENREP moxetumomab pasudotox-tdfk LUMOXITI
blinatumomab BLINCYTO necitumumab PORTRAZZA
bosutinib BOSULIF neratinib maleate NERLYNX
brentuximab vedotin ADCETRIS niraparib tosylate ZEJULA
brexucabtagene autoleucel TECARTUS nivolumab OPDIVO
brigatinib ALUNBRIG obinutuzumab GAZYVA

Author: Servid
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cabazitaxel JEVTANA ofatumumab ARZERRA
cabozantinib s-malate CABOMETYX olaparib LYNPARZA
cabozantinib s-malate COMETRIQ olaratumab LARTRUVO
calaspargase pegol-mknl ASPARLAS omacetaxine mepesuccinate SYNRIBO
capmatinib TABRECTA osimertinib mesylate TAGRISSO
carfilzomib KYPROLIS palbociclib IBRANCE
cemiplimab-rwic LIBTAYO panobinostat lactate FARYDAK
ceritinib ZYKADIA pazopanib HCI VOTRIENT
cobimetinib fumarate COTELLIC pembrolizumab KEYTRUDA
copanlisib di-HCI ALIQOPA pemigatinib PEMAZYRE
crizotinib XALKORI pertuzumab PERJETA
pertuzumab/trastuzumab/
dabrafenib mesylate TAFINLAR haluronidase-zzxf PHESGO
dacomitinib VIZIMPRO pexidartinib TURALIO
daratumumab DARZALEX polatuzumab vedotin-piiq POLIVY
daratumumab/hyaluronidase-
fihj DARZALEX FASPRO pomalidomide POMALYST
darolutamide NUBEQA pralatrexate FOLOTYN
decitabine and cedazuridine INQOVI pralsetinib GAVRETO
degarelix acetate FIRMAGON ramucirumab CYRAMZA
dinutuximab UNITUXIN regorafenib STIVARGA
durvalumab IMFINZI ribociclib succinate KISQALI
KISQALI FEMARA
duvelisib COPIKTRA ribociclib succinate/letrozole CO-PACK
elotuzumab EMPLICITI ripretinib QINLOCK
enasidenib mesylate IDHIFA romidepsin ISTODAX
encorafenib BRAFTOVI romidepsin ROMIDEPSIN
enfortumab vedotin-ejfv PADCEV rucaparib camsylate RUBRACA
entrectinib ROZLYTREK ruxolitinib phosphate JAKAFI
enzalutamide XTANDI sacitizumab govitecan-hziy TRODELVY
erdafitinib BALVERSA selinexor XPOVIO
eribulin mesylate HALAVEN selpercatinib RETEVMO
everolimus AFINITOR siltuximab SYLVANT
everolimus AFINITOR DISPERZ sipuleucel-T/lactated ringers PROVENGE
fam-trastuzumab deruxtecan-
nxki ENHERTU sonidegib phosphate ODOMZO
fedratinib INREBIC tafasitamab-cxix MONJUVI
gilteritinib XOSPATA tagraxofusp-erzs ELZONRIS
glasdegib DAURISMO talazoparib TALZENNA
ibrutinib IMBRUVICA talimogene laherparepvec IMLYGIC
idelalisib ZYDELIG tazemetostat TAZVERIK
ingenol mebutate PICATO tisagenlecleucel KYMRIAH
inotuzumab ozogamicin BESPONSA trabectedin YONDELIS
trastuzumab-pkrb HERZUMA trametinib dimethyl sulfoxide MEKINIST

Author: Servid
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trastuzumab-anns KANJINTI
trastuzumab-dkst OGIVRI
trastuzumab-dttb ONTRUZANT
trastuzumab-qyyp TRAZIMERA
trastuzumab-hyaluronidase- HERCEPTIN
oysk HYLECTA
trifluridine/tipiracil HCI LONSURF
tucatinib TUKYSA
vandetanib CAPRELSA
vandetanib VANDETANIB
vemurafenib ZELBORAF
venetoclax VENCLEXTA
VENCLEXTA
venetoclax STARTING PACK
vismodegib ERIVEDGE
zanubrutinib BRUKINSA
ziv-aflibercept ZALTRAP

P&T/DUR Review: 6/2020 (JP)
Implementation: 10/1/20

Author: Servid
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Drug Class Literature Scan: Substance Use Disorders, Opioid, and Alcohol
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Conclusions:

e Since the last class update on drugs used to manage substance use disorders (SUDs), 3 new systematic reviews> were published and 2 guidelines were
updated.*®

e A moderate-quality 2019 systematic review and meta-analyses aimed to ascertain whether varenicline improves drinking-related outcomes in subjects with
alcohol use disorders (AUDs).! In the meta-analyses, no significant differences in percentage of heavy drinking days (weighted mean difference [WMD] =
-1.09; 95% confidence interval [Cl], -4.86 to 2.69), number of drinks per drinking day (WMD =-0.71; 95% Cl, -1.44 to 0.03), or percentage of days abstinent
(WMD=3.89; 95% Cl,-1.25 to 9.02) were noted varenicline 2 mg once daily.! A statistically significant decrease in craving was observed (n=436; standard
mean difference [SMD] = -0.63; 95% Cl,-1.18 to -0.08).! In this systematic review and meta-analyses, varenicline was shown to reduce alcohol craving but not
improve drinking-related outcomes in subjects with AUDs.!

e A systematic review funded by United States (U.S.) Department of Veterans Affairs (VA) in 2020 reviewed the benefits and risks for the treatment of
cannabis use disorder (CUD).2 Overall, there is limited evidence due to the small number of studies investigating most drug classes, small sample sizes, high
attrition rates, and other methodological flaws in nearly half the trials.? Low- to moderate-strength evidence shows that buspirone, cannabinoids, and SSRIs
are ineffective for decreasing cannabis use or improving abstinence.? Insufficient evidence was available to draw conclusions about the effectiveness of
managing CUD for other drug classes including mood stabilizers, antipsychotics, and anticonvulsants.?

e In May 2020, the Agency for Healthcare Research and Quality (AHRQ) published a systematic review evaluating behavioral, pharmacologic and combined
interventions for adolescents aged 12 to 20 years with problematic SUD.3 Motivational interviewing (MI) reduced heavy alcohol use days by 0.7 days/month
(low strength of evidence [SoE], alcohol use days by 1.2 days/month (moderate SoE), and overall substance use problems with a SMD of 0.5 days (low SoE),
compared with treatment as usual.® Brief Ml did not reduce cannabis use days (net mean difference of 0; moderate SoE).2 Across multiple intensive
interventions, family focused therapy was most effective, reducing alcohol use days by 3.5 days/month compared with treatment as usual (low SoE).> No
intensive interventions reduced cannabis use days (low SoE).2 Pharmacologic treatment of OUD led to a more than 4 times greater likelihood of abstinence
with extended courses (2 to 3 months) of buprenorphine compared to short courses (14 to 28 days; low SoE).3

e InJanuary 2020, the Substance Abuse and Mental Health Services Administration (SAMHSA) published an updated treatment protocol focused on
medications for opioid use disorder (OUD).? Pertinent recommendations include: updating the expanded list of “other qualifying practitioners” who are
eligible to apply for a waiver to prescribe buprenorphine; clarifying that buprenorphine is available in an extended-release injection and subdermal
formulations; and adding information about possible clinical interactions between formulations of buprenorphine, naltrexone, and other medications.*

Author: Deanna Moretz, PharmD, BCPS
23



e InJune 2020, the U.S. Preventative Services Task Force (USPSTF) updated its 2008 recommendations for screening for unhealthy drug use in adults and
adolescents.® This recommendation statement applies to adults 18 years or older, including pregnant and postpartum persons, and adolescents aged 12 to
17 years in primary care settings.® In adults, the USPSTF concludes with moderate certainty that screening by asking questions about unhealthy drug use has
moderate net benefit when services for accurate diagnosis of unhealthy drug use or drug use disorders, effective treatment, and appropriate care can be
offered or referred.® In adolescents, because of the lack of evidence, the USPSTF concludes that the benefits and harms of screening for unhealthy drug use
are uncertain and that the balance of benefits and harms cannot be determined.> The USPSTF recommends screening by asking questions about unhealthy
drug use in adults 18 years or older.”

Recommendations:
e Based on the review of recently published evidence, no changes to the preferred drug list (PDL) or prior authorization (PA) criteria are recommended.
e Review costs in executive session.

Summary of Prior Reviews and Current Policy

In January 2017, the Pharmacy & Therapeutics (P and T) Committee recommended removal of PA criteria for naltrexone extended-release injection and
preferred buprenorphine/naloxone sublingual tablets and film (unless the daily dose of buprenorphine exceeds 24 mg) in order to minimize barriers to care and
provide increased access to medications for the treatment of SUD. At the January 2019 P & T Committee meeting, a policy evaluation assessing the impact of
removing PA requirements for preferred medication assisted-treatments (MAT) for management of OUD was presented. It was reported that utilization of
buprenorphine/naloxone and medical claims for MAT continue to increase. After removal of the PA criteria in January 2017, approximately 83% of patients
prescribed MAT had an initial paid claim compared to 40% of patients in the year prior to the PA removal.

In January 2019, a class update focused on drugs used to manage SUDs was presented to the P & T Committee. At that meeting, lofexidine (Lucemyra™) tablets
and extended-release subcutaneous buprenorphine injection (Sublocade™) were designated as non-preferred on the PDL and PA criteria were implemented to
ensure appropriate utilization.

At the November 2019 P and T meeting, buprenorphine sublingual tablets, disulfiram tablets, and buprenorphine/naloxone film (Bunavail®) were designated as
voluntary non-preferred, while buprenorphine injection (Sublocade®) was designated as preferred on the PDL after reviewing costs in executive session. The
recommendation was made to designate new products in this class as voluntary non-preferred due to legislation designed to ensure open access to SUD
treatments. Appendix 1 lists the current PDL status for medications used in treatment of SUD. Buprenorphine monotherapy and buprenorphine/naloxone
products exceeding 24 mg per day and lofexidine require PA as outlined in the clinical PA criteria listed in Appendix 4. In the second quarter of 2020 (May
through September 2020), most of the OHP FFS pharmacy claims for SUD medications were for oral buprenorphine/naloxone (1,300 claims), followed by oral
buprenorphine (334 claims), oral naltrexone (209 claims), extended-release subcutaneous buprenorphine injection (21 claims) and extended-release naltrexone
injection (10 claims). Similar trends were observed in the second quarter of 2019. In the first quarter of 2020 (January through April) there were approximately
3500 physician administered claims for oral buprenorphine/naloxone (2,449 claims), extended-release naltrexone injection (11 claims) and oral buprenorphine
(978 claims). Physician administered claims include physician offices and SUD clinics.

Methods:
A Medline literature search for new systematic reviews and randomized controlled trials (RCTs) assessing clinically relevant outcomes to active controls, or
placebo if needed, was conducted. The Medline search strategy used for this literature scan is available in Appendix 3, which includes dates, search terms and
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limits used. The OHSU Drug Effectiveness Review Project, Agency for Healthcare Research and Quality (AHRQ), National Institute for Health and Clinical
Excellence (NICE), Department of Veterans Affairs, and the Canadian Agency for Drugs and Technologies in Health (CADTH) resources were manually searched
for high quality and relevant systematic reviews. When necessary, systematic reviews are critically appraised for quality using the AMSTAR tool and clinical
practice guidelines using the AGREE tool. The FDA website was searched for new drug approvals, indications, and pertinent safety alerts.

The primary focus of the evidence is on high quality systematic reviews and evidence-based guidelines. Randomized controlled trials will be emphasized if
evidence is lacking or insufficient from those preferred sources.

New Systematic Reviews:

The Impact of Varenicline on Alcohol Consumption in Subjects with Alcohol Use Disorders

A moderate-quality 2019 systematic review and meta-analyses aimed to ascertain whether varenicline improves drinking-related outcomes in subjects with
AUDs.! Literature was searched through August 2019 for randomized, placebo-controlled trials in humans.! Although varenicline has been shown to be safe and
effective in improving abstinence in tobacco smokers, results from trials using varenicline for AUDs are inconsistent.! Ten randomized, placebo-controlled
studies (n=731, 66.6% male, 55.1% smokers) that examined studies of subjects with heavy drinking or alcohol dependence/AUD and reported alcohol use-
related outcomes met inclusion critieria.! Overall risk of bias was low for all 10 RCTs.! The primary outcome of interest was percentage of heavy drinking days.!
Secondary outcomes included the number of drinks per drinking day, percentage of days abstinent, and change in alcohol craving.?

In the meta-analyses, no significant differences in percentage of heavy drinking days (n=597; WMD =-1.09; 95% Cl, -4.86 to 2.69; 1°=22%), number of drinks per
drinking day (n=570; WMD = -0.71; 95% Cl, -1.44 to 0.03; 1>=0%), or percentage of days abstinent (n=439; WMD=3.89; 95% Cl, -1.25 to 9.02; 1°’=0%) were noted
with varenicline 2 mg once daily.! A statistically significant decrease in craving was observed (n=436; SMD = -0.63; 95% Cl, -1.18 to -0.08; 1°=84%). In summary,
varenicline was shown to reduce alcohol craving but not improve drinking-related outcomes in subjects with AUDs.?

Pharmacotherapy for the Treatment of Cannabis Use Disorder

A systematic review funded by the VA in 2020 reviewed the benefits and risks for the treatment of CUD.? Literature was searched from January 2014 through
September 2019.2 Fourteen new RCTs and 12 RCTs from a previous 2014 Cochrane review met inclusion criteria.? Because populations, duration, and concurrent
interventions were heterogeneous among studies, the authors did not pool their findings, nor did they pool data across drug classes.? Overall, the evidence base
is limited because of the small number of studies investigating most drug classes, small sample sizes, nearly universal high attrition rates, and other
methodological flaws in approximately half of the trials.?

Four trials with low risk of bias (ROB) and 2 high-ROB trials evaluated the use of antidepressants (escitalopram, fluoxetine, bupropion, nefazodone, venlafaxine,
and vilazodone) to treat CUD.% Overall, low-strength evidence showed that selective serotonin reuptake inhibitors (SSRIs) did not reduce cannabis use (as
assessed by negative urinalysis results) and that neither SSRIs nor bupropion improved treatment adherence.? Most studies had high rates of attrition (as high as
60%), which increased risk of bias in these trials.?

The authors found insufficient evidence for the effectiveness of antipsychotics in treating CUD.2 One high-ROB head-to-head RCT compared ziprasidone and
clozapine (n=30) in adults with CUD and a psychotic spectrum disorder. Findings indicated no difference between groups in cannabis use changes or treatment
adherence.? Results suggest that clozapine may be associated with more adverse events and that ziprasidone may be associated with better drug tolerance and
psychotherapy adherence.?
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Low-strength evidence from 1 low-ROB and 1 unclear-ROB RCT showed that buspirone has no benefit over placebo for treatment retention (calculated risk
ratio, 0.92 [95% Cl, 0.61 to 1.26]).2 Two RCTs with mood stabilizers; 1 with low ROB (lithium) and the other with high ROB (divalproex), provide insufficient
evidence from which to form conclusions about their respective efficacy in CUD treatment.? Theses trials found no difference between divalproex or lithium and
placebo in cannabis abstinence, changes in frequency or quantity of cannabis use, or treatment adherence.? Regarding withdrawal symptomes, divalproex did not
differ from placebo in craving or irritability.? Lithium and placebo were similar in reported withdrawal severity.? However, lithium was more effective for
attenuating nightmares, loss of appetite, and stomach aches.?

Three low-ROB RCTs and 3 RCTs with unclear ROB examined the use of cannabinoids (nabilone, dronabinol, and nabiximol) in treating CUD.? Dronabinol is FDA-
approved for treatment of adults with anorexia associated with Acquired Immunodeficiency Syndrome (AIDS) or for nausea and vomiting associated with cancer
chemotherapy in patients who have failed to respond to conventional antiemetic treatments.® Nabilone is FDA-approved for treatment of nausea and vomiting
associated with cancer chemotherapy in patients who have failed to respond adequately to conventional antiemetic treatments.” Nabiximol is an investigational
product containing tetrahydrocannabinol (THC) and cannabidiol (CBD) that is not FDA-approved. It is available as an oral spray in the European Union for the
treatment of spasticity due to multiple sclerosis.® One small RCT (n=18) comparing nabilone with placebo found no difference in any outcome of interest.? Two
other trials, 1 comparing dronabinol and the other comparing a combination of dronabinol and lofexidine with placebo, found no difference in the achievement
of abstinence, reduction in cannabis use, cannabis craving, or harms.? Findings were mixed for the effect of dronabinol on withdrawal symptoms and treatment
retention.?

Two small RCTs with unclear ROB provide insufficient evidence about the effects of gabapentin and topiramate on all outcomes of interest because of small
sample sizes, high attrition, and methodological issues.? Participants receiving gabapentin (n=50), but not those receiving topiramate (n=66), substantially
decreased their cannabis use compared with those receiving placebo.? In addition, gabapentin was associated with a decrease in depressive symptoms, better
neurocognitive performance, and treatment retention and was more effective than placebo in mitigating withdrawal symptoms.? Participants receiving
topiramate had poorer depressive and neurocognitive outcomes and higher rates of attrition than those receiving placebo.?

In summary, this systematic review examined 26 trials of pharmacotherapies to treat CUD. Low- to moderate-strength evidence shows that buspirone,
cannabinoids, and SSRIs are ineffective for decreasing cannabis use or improving abstinence.? Insufficient evidence is available to draw conclusions about the
effectiveness of other drug classes in managing CUD including mood stabilizers, antipsychotics, and anticonvulsants.?

Interventions for Substance Use Disorders in Adolescents

In May 2020, AHRQ published a systematic review evaluating behavioral, pharmacologic and combined interventions for adolescents aged 12 to 20 years with
problematic SUD.? The literature search was conducted through November 2019.3 One hundred eighteen studies met inclusion criteria.® Most studies enrolled
adolescents with some combination of alcohol and cannabis use.? The most commonly reported outcomes included frequency of use and abstinence.? Very few
studies evaluated users of opioids, methamphetamines, or substances other than alcohol or cannabis.? Studies often combined different types of interventions,
making comparisons of specific interventions difficult.® The available studies did not consistently report a common set of outcomes, which limited the ability to
combine information from potentially relevant studies.® For most outcomes, individual studies were deemed to have moderate risk of bias, most commonly due
to incomplete outcome data, poor compliance, and a lack of blinding of participants, study personnel, and outcome assessors.3
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Motivational interviewing reduced heavy alcohol use days by 0.7 days/month (low SoE, alcohol use days by 1.2 days/month (moderate SoE), and overall
substance use problems with a SMD of 0.5 days (low SoE), compared with treatment as usual.? Brief Ml did not reduce cannabis use days (net mean difference of
0; moderate SoE).> Across multiple intensive interventions, family focused therapy was most effective, reducing alcohol use days by 3.5 days/month compared
with treatment as usual (low SoE).2 No intensive interventions reduced cannabis use days (low SoE).2> Pharmacologic treatment of OUD led to a more than 4
times greater likelihood of abstinence with extended courses (2 to 3 months) of buprenorphine compared to short courses (14 to 28 days; low SoE).> More
research is needed to understand the role of medications in treatment of alcohol and cannabis use disorders and of pharmacological treatments typically used
for comorbid psychiatric illnesses.?

After review, 10 systematic reviews were excluded due to poor quality, wrong study design of included trials (e.g., observational), comparator (e.g., no control or
placebo-controlled), or outcome studied (e.g., non-clinical).>®

New Guidelines:

High Quality Guidelines:

Medications for Opioid Use Disorder

In January 2020, SAMHSA published an updated Treatment Improvement Protocol focused on medications for OUD.* Improving access is crucial to closing the

wide gap between the need for treatment with OUD medications and the availability of such treatment, given the strong evidence of OUD medications’

effectiveness.* Pertinent changes to the protocol include:

e Updating the expanded list of “other qualifying practitioners" who are eligible to apply for a waiver to prescribe buprenorphine (i.e., clinical nurse specialists,
certified registered nurse anesthetists, and certified nurse midwives).*

e Clarifying that buprenorphine is available in an extended-release injection formulation.*

e Adding information about the use of subdermal formulations of buprenorphine (i.e., Probuphine and Sublocade).*

e Adding information about possible clinical interactions between formulations of buprenorphine and naltrexone with various other medications and
products.*

e Improving the language to make clear the importance of testing for HIV and hepatitis C.*

e Updating recommendations from the USPSTF on performing drug screening for adults in primary care settings.*

Of note, prior to the COVID-19 pandemic, an in-person evaluation was required to initiate treatment with buprenorphine or methadone and daily visits were
often required to pick up methadone doses. While an in-person evaluation is still required to initiate methadone treatment, the Drug Enforcement Agency (DEA)
and SAMHSA are allowing buprenorphine to be prescribed via telehealth or over the phone.® For both medications, the temporary SAMHSA guidelines allow
treatment centers and programs to dispense up to 28 doses for clinically stable patients and up to 14 doses for less clinically stable patients.®

Screening for Unhealthy Drug Use

In June 2020, the USPSTF updated its 2008 recommendations for screening for unhealthy drug use in adults and adolescents.® Screening refers to asking questions
about unhealthy drug use, not testing biological specimens. This recommendation statement applies to adults 18 years or older, including pregnant and
postpartum persons, and adolescents aged 12 to 17 years in primary care settings.® This statement does not apply to adolescents or adults who have a currently
diagnosed drug use disorder or are currently undergoing or have been referred for drug use treatment.® This statement applies to settings and populations for
which services for accurate diagnosis, effective treatment, and appropriate care can be offered or referred.® In adults, the USPSTF concludes with moderate

Author: Moretz December 2020
27



certainty that screening by asking questions about unhealthy drug use has moderate net benefit when services for accurate diagnosis of unhealthy drug use or
drug use disorders, effective treatment, and appropriate care can be offered or referred.® In adolescents, because of the lack of evidence, the USPSTF concludes
that the benefits and harms of screening for unhealthy drug use are uncertain and that the balance of benefits and harms cannot be determined.”> The USPSTF
recommends screening by asking questions about unhealthy drug use in adults 18 years or older.”> Screening should be implemented when services for accurate
diagnosis, effective treatment, and appropriate care can be offered or referred (B recommendation).®

Additional Guidelines for Clinical Context:

Primary Care-Based Interventions to Prevent lllicit Drug Use in Children, Adolescents, and Young Adults

[llicit drug use is associated with many negative health, social, and economic consequences and is a significant contributor to 3 of the leading causes of death
among young persons (aged 10-24 years): unintentional injuries including motor vehicle crashes, suicide, and homicide.?° To update its 2014 recommendation,
the USPSTF commissioned a 2020 review of the evidence on the potential benefits and harms of interventions to prevent illicit drug use in children, adolescents,
and young adults.?’ This recommendation applies to children (11 years and younger), adolescents (aged 12-17 years), and young adults (aged 18-25 years),
including pregnant persons.?’ Only 1 study reported on harms and 2 studies reported an increase in illicit drug use after drug prevention interventions.?’ Because
of limited and inadequate evidence. The USPSTF concludes that the benefits and harms of primary care-based interventions to prevent illicit drug use in children,
adolescents, and young adults are uncertain, that the evidence is insufficient to assess the balance of benefits and harms, and that more research is needed
(Class | Statement).2°

After review, 1 guideline was excluded due to poor quality.?
New Formulations: No new formulations have been marketed since the last review.

New FDA Safety Alerts:

Table 1. Description of New FDA Safety Alerts

Month / Year Location of Change (Boxed
of Change Warning, Warnings, Cl)
Naloxone Narcan July 2020 Drug Safety For all patients who are prescribed opioid pain
Communication?? relievers, health care professionals should discuss the
availability of naloxone, and consider prescribing it to
patients who are at increased risk of opioid overdose. Such
patients include those who are using

concomitant benzodiazepines or other medicines that
depress the central nervous system, who have a history of
OUD, or who have experienced a previous opioid overdose.
Health care professionals should also consider prescribing
naloxone if the patient has household members, including
children, or other close contacts who are at risk for
accidental ingestion or opioid overdose.

Generic Name | Brand Name Addition or Change and Mitigation Principles (if applicable)
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