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2015 ASH/ASCO Carrier Advisory Committee (CAC)
Network Meeting Agenda

Friday, July 10, 2015
8:00 AM -3:00 PM ET

7:30 AM Breakfast 11:20 AM ICD-10 Transition Issues
Arthur Lurvey, MD, FACP, FACE
Noridian Healthcare Solutions

8:00 AM Welcome and Introductions
Steven Allen, MD
ASH Co-Chair 11:50 PM Infusions/DME/Orals
Roscoe Morton, MD Richard (Dick) Whitten, MD, MBA, FACP
ASCO Co-Chair Noridian Healthcare Solutions
8:15 AM Molecular Diagnostics — Coverage with
Evidence Development/ Data 12:30 PM Networking Lunch

Development, Role of FDA, Panels
Elaine Jeter, MD

Palmetto GBA 1:00 PM Biosimilars — FDA Interchangeability
Dane Dickson, MD Coverage
MED-C John Warren
McDermott+ Consulting
9:15 AM Medicare Oncology Care Model -
Practice Implications and Potential 2:00 PM Open Forum
Pitfalls

Panel: Contractor Medical Directors
Ronald Kline, MD

Center for Medicare and Medicaid

Innovation
2:45 PM Meeting Wrap-up
Steven Allen, MD
10:15 AM Morning break Roscoe Morton. MD
CAC Meeting Co-Chairs
10:30 AM Breakout session — Ways to Improve
the CAC Process in Your Region 3:00 PM Adjournment




Welcome and Introductions



2015 ASH/ASCO CAC Network Meeting

Attendee List

Abbreviations
APP = ASH Practice Partnership
COP = ASH Committee on Practice

Kenneth Adler, MD

ASH COP

ASH CAC Co-Chair

100 Madison Avenue #2
Morristown, NJ 07960

Phone: 973-945-0057
kenneth.adler@atlantichealth.org

Heather Allen, MD, FACP
Oncology CAC Representative
3730S. Eastern Ave

Las Vegas, NV 89169

Phone: 702-952-3400
heather.allen@usoncology.com

Steven L. Allen, MD, FACP
ASH CAC Co-Chair

ASH COP Chair

ASH RS Member

CAC Representative

450 Lakeville Road

Lake Success, NY 11042
Phone: 516-734-8959
allen@nshs.edu

Karen Beard

State Society Executive Director
3330 Cumberland Blvd, Suite 225
Atlanta, GA 30127

Phone: 770-951-8427, ext. 215
karen.beard@gasco.us

CPC = ASCO Clinical Practice Committee
RS = ASH Reimbursement Subcommittee

Walter Birch, MBA, CMPE

Director, Practice Management and
Resources

ASCO Clinical Affairs Department
2318 Mill Road, Suite 800
Alexandria, VA 22314

Phone: 571-483-1658
Walter.Birch@asco.org

Mitchell Burken, MD

Corporate Medical Director
Health Data Insights

9275 West Russell Road, Suite 100
Las Vegas, NV 89148

Phone: 443-622-9201
mitchell.burken@emailhdi.com

Marci Cali

State Society Executive Director
11600 Nebel Street, Suite 201
Rockville, MD 20852

Phone: 301-984-9496
mcali@accc-cancer.org

Paul Celano, MD

ASCO CPC Member

State Affiliate Council Chair
6569 N Charles Street, #205
Towson, MD 21204

Phone: (443) 849-3051
Pcelano@gbmc.org



mailto:kenneth.adler@atlantichealth.org
mailto:kenneth.adler@atlantichealth.org
mailto:heather.allen@usoncology.com
mailto:allen@nshs.edu
mailto:karen.beard@gasco.us
mailto:karen.beard@gasco.us
mailto:Walter.Birch@asco.org
mailto:Walter.Birch@asco.org
mailto:mitchell.burken@novitas-solutions.com
mailto:mcali@accc-cancer.org
mailto:Pcelano@gbmc.org

Carol Christner, MSA

State Society Executive Director
5435 Corporate Drive, Suite 250
Troy, MI 48098

Phone: 248-385-5464
info@MSHO.org

Laurence Clark, MD, FACP
Contractor Medical Director
National Government Services
5000 Brittonfield Pkway, Suite 100
East Syracuse, NY 13057

Phone: 703-408-1442
laurence.clark@anthem.com

Liz Cleland

State Society Executive Director
1325 Officers Row Suite A
Vancouver, WA 98661

Phone: 360-258-0443
osmoliz@comcast.net

John Cox, DO, FACP, FASCO, MBA
Oncology CAC Representative
ASCO CPC Member

5323 Harry Hines Boulevard
Dallas, TX 75390

Phone: 214-648-0238
John.cox@utsouthwestern.edu

Jose Davila, MD

State Society President
425 Carr 693 PMB 279
Dorado, PR 00646
Phone: 787-475-5508
jdavilamd@gmail.com

Quillin Davis, MD
Oncology CAC Alternate
2720 Sunset Boulevard
West Columbia, SC 29169
Phone: 803-791-2575
quillindavis@gmail.com

Michael Diaz, MD

ASCO CPC Member

1201 5th Avenue, Suite 505
St. Petersburg, FL 33705
Phone: 727-821-0017
mdiaz@flcancer.com

Joseph DiBenedetto, Jr., MD, FASCO
State Society President
Oncology/Hematology CAC
Representative

193 Waterman Street

Providence, Rl 02906

Phone: 401-351-4470
joedibenedetto@msn.com

Dane Dickson, MD

CEO, MED-C

Partridge Lane

Rexburg, ID 83440
Phone: 208-970-0244
danejdickson@gmail.com

Dave Dillahunt, CAE

State Society Executive Director
3401 Mill Run Drive

Hilliard, Ohio 43026

Phone: 614-527-6751
ddillahunt@osma.org

Sukumar Ethirajan, MD

State Society President

ASCO CPC Member
Oncology/Hematology CAC
Representative

12140 Nall Avenue, Suite 200

Overland Park, KS 66209

Phone: 913-498-7409
sukumar.ethirajan@hcahealthcare.com
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Warren Fong, MD
State Society President
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Irvine, CA 92604
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ASCO CPC Member
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ASCO CPC Member

8402 Harcourt Road, #324
Indianapolis, IN 46260
Phone: 317-338-3617
fhammoud@stvincent.org

James Gajewski, MD

ASH RS Member

Hematology CAC Representative
3181 SW Sam Jackson Park Road
Portland, OR 97239

Phone: 503-494-4606
gajewski@ohsu.edu

Jose L. Gonzalez

State Society Executive Director
PO Box 151109

San Rafael, CA 94915

Phone: 415-472-3960
execdir@anco-online.org

Terry Hamlin, CAE

Director, State Initiatives

ASCO Policy and Advocacy Department
2318 Mill Road, Suite 800

Alexandria, VA 22314

Phone: 571-483-1634
Terry.Hamlin@asco.org

Parameswaran Hari, MD
ASH COP Member

9200 W Wisconsin Avenue
Milwaukee, W1 53226
Phone: 414-805-4600
phari@mcw.edu

Mark Hermann, MD

State Society President

1515 Dehli Street

Dubuque, IA 52001

Phone: 563-557-9111
mark.hermann@dubugueinternalmed.c
om

Allison Hirschorn

Coding, Billing, and Reimbursement
Specialist

ASCO Clinical Affairs Department
2318 Mill Road, Suite 800
Alexandria, VA 22314

Phone: 571-483-1653
Allison.Hirschorn@asco.org
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Manager
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State Society President
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Director, Government Relations,
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ASH
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Washington, DC 20036

Phone: 202-292-0258
sleous@hematology.org
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State Society Representative
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Phone: 443-799-7346
arturo.loaiza@uphs.upenn.edu
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Fargo, ND 58103
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CAC Representative
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Washington, DC 20036

Phone: 202-292-0264
bwhitman@hematology.org

Richard Whitten, MD, MBA, FACP
Contractor Medical Director
Noridian Healthcare Solutions
900 42™ St South
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Oncology CAC Representative
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Clifton Park, NY 12065
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Eric T. Wong, MD

Oncology CAC Representative
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2015 CAC Representative List

Alabama (J 10/Region J)

Luis Pineda, MD, MSHA
Hematology CAC Representative
1909 Laurel Road

Vestavia, AL 35216-1834

Tel: (205) 978-3570
gina@Iuisfpinedamdpc.com

John Reardon, MD

Oncology CAC Representative
4145 Carmichael Rd
Montgomery, AL 36106
Phone: 334-273-7000
jreardon@aollc.com

Alaska (J 2/Region F)

Latha Subramanian, MD
Hematology CAC Representative
Oncology CAC Representative
4231 Lake Otis Parkway, Suite B-2
Anchorage, AK 99508

Tel: (907) 569-2627
2006anch@gmail.com

Mary Stewart, MD
Oncology CAC Alternate
2925 DeBarr Rd, Suite 300
Anchorage, AK 99508

Tel: (907) 279-3155
mstewartonc@yahoo.com

Arizona (J 3/Region F)

Jerry Olshan, MD

Oncology CAC Representative
3411 N 5th Ave, Suite 400
Phoenix, AZ 85013

Tel: (623) 879-6034
jolshan@southwestoncology.com

Albert Wendt, MD

Oncology CAC Alternate

350 W Thomas Road, Suite 650
Phoenix, AZ 85013

Tel: (602) 406-8222
awendt@oncdocs.com

Arkansas (J 7 /Region H)

Tim Webb, MD

Oncology CAC Representative
133 Harmony Park Circle

Hot Springs, AR 71913

Tel: (501) 624-7700
twebb@genesiscancercenter.com

Greg Oakhill, MD

Hematology CAC Representative
3232 North Hills Blvd
Fayetteville, AR 72703

Tel: (479) 587-1700
gohog@hogonc.com

Daniel Bradford, MD
Hematology CAC Alternate
Oncology CAC Alternate
3232 North Hills Blvd
Fayetteville, AR 72703
Tel: (479) 587-1700
dbradford@hogonc.com
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California (J 1/Region E)

Robert Robles, MD

Oncology CAC Representative
400 Taylor Blvd, Suite 202
Pleasant Hill, CA 94523

Tel: (925) 667-5041
rrobles@dvohmg.com

Sabina R. Wallach, MD, FRACP, FACP
Hematology CAC Representative
Oncology Alternate

9850 Genesee Avenue, Suite 400

La Jolla, CA 92037

Tel: 858-558-8666
swallachmd@oncologylajolla.com

Ravi Patel, MD
Oncology CAC Alternate
6501 Truxton Ave
Bakersfield, CA 93309
Tel: (661) 322-2206
ravi@cbccusa.com

Colorado (J 4/Region H)

Allen Cohn, MD

Oncology CAC Representative
1800 Williams St

Denver, CO 80218

Tel: (303) 388-4876
allen.cohn@usoncology.com

W. Eng Lee, MD

Hematology CAC Representative
9451 Huron St

Thornton, CO 80260-5426

Tel: (303) 650-4042
hematology-oncology@msn.com

Connecticut (J 13/Region K)

Joseph O'Connell, MD
Hematology CAC Representative
40 Commerce Park

Milford, CT 06460

Tel: 203-882-9608
joc309@aol.com

Andrea Ruskin, MD
Hematology CAC Alternate
40 Cross St

Norwalk, CT 06851

Tel: 203-845-2138
andrea@ruskin.net

Delaware (J 12/Region L)

Jamal Misleh, MD

Hematology CAC Representative

4701 Ogletown-Stanton Rd, Suite 3400
Newark, DE 19713

Tel: 302-366-1200

imisleh@cbg.org

Timothy Wozniack, MD

Oncology CAC Representative

4701 Ogletown-Stanton Rd, Suite 2400
Newark, DE 19713

Phone: 302-731-7782
tfwmd@aol.com

Jon Strasser, MD

Oncology CAC Alternate
4701 Ogletown-Stanton Rd
Suite 1110

Newark, DE 19713

Tel: (302) 623-4800
JStrasser@Christianacare.org
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Florida () 9/Region N)

Thomas Marsland, MD
Oncology CAC Representative
2161 Kingsley Ave, Suite 200
Orange Park, FL 32073

Tel: (904) 272-6201
thomas.marsland@foa.cc

Robert Cassell, MD, PhD
Oncology CAC Alternate
200 Ave F, NE

Winter Haven, FL 33881
Phone: 863-292-4670
RCASSELL@POL.NET

Lucio Gordan, MD

Hematology CAC Representative
1147 Northwest 64th Terrace
Gainesville, FL 32605

Tel: (352) 332-3900
Igordan@flcancer.com

Georgia () 10/Region J)

Leonard Heffner, MD
Hematology CAC Representative
Oncology CAC Representative
1365 Clifton Road NE, Suite C1152
Atlanta, GA 30322

Tel: (404) 778-1900
lheffne@emory.edu

Andrew Pippas, MD
Oncology CAC Representative
1831 5th Ave

Columbus, GA 31904

Tel: (706) 320-8720
andrew.pippas@crhs.net

Hawaii (J 1/Region E)

William Loui, MD

Hematology CAC Representative
Queen's Physician Office Bldg. Il
1329 Lusitana Street, Suite 307
Honolulu, HI 96813

Tel: (808) 524-6115
wsloui@yahoo.com

Jon Fukomoto, MD
Hematology CAC Alternate
1329 Lusitana St, Suite 307
Honolulu, Hawaii

Phone: 808-528-1711
ji.fukumoto.l@alumni.nyu.edu

Reginald Ho, MD

Oncology CAC Representative
888 S. King Street

Honolulu, HI 96813

Tel: (808) 522-4313
regho@hawaii.rr.com

lan Okazaki, MD
Oncology CAC Alternate
888 S. King Street
Honolulu, HI 96813

Tel: (808) 522-4333
iokazaki@straub.net

Idaho (J 2/Region F)

Dane Dickson, MD

Hematology CAC Representative
450 East Main Street

Rexburg, ID 83440

Tel: (208) 356-9559
danejdickson@gmail.com
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Paul Montgomery, MD
Oncology CAC Representative
100 E. Idaho St

Boise, ID 83712

Phone: 208-381-2711
p_kmontgomery@msn.com

lllinois (J 6/Region G)

Gary MacVicar, MD

Oncology CAC Representative
Hematology CAC Representative
8940 North Wood Sage Road
Peoria, IL 61615

Phone: 309-243-3000
gmacvicar@illinoiscancercare.com

Indiana (J 8/Region 1)

Keith Logie, MD

Oncology CAC Representative
Hematology CAC Representative
10212 Lantern Rd

Fishers, IN 46037

Tel: (317) 841-5656
keith.logie@usoncology.com

lowa (J 5/Region G)

George Kovach, MD

Hematology CAC Representative
1351 West Central Park, Suite 3100
Davenport, |IA 52804

Tel: (563)421-

1960 gkovach@iacancer.com

Roscoe Morton, MD
Oncology CAC Representative
12495 University Avenue
Clive, IA 50325

Tel: (515) 223-6605
morton.roscoe@gmail.com

Kansas (J 5/Region G)

Marcus Neubauer, MD
Oncology CAC Representative
Kansas City Cancer Centers
12200 West 110th Street
Overland Park, KS 66210

Tel: (913) 234-0400
mneubauer@kumc.edu

Sukumar Ethirajan, MD

Hematology CAC Representative

12200 West 110th Street

Overland Park, KS 66210

Tel: (913) 234-5895
sukumar.ethirajan@hcahealthcare.com

Dennis Moore, MD

Hematology CAC Representative

818 North Emporia, Suite 403

Wichita, KS 67214

Tel: (316) 262-4467
dennis.moorejr@cancercenterofkansas.

com

Kentucky (J 15/Region 1)

Renato LaRocca, MD
Hematology CAC Representative
100 East Liberty Street

Suite 500

Louisville, KY 40202

Tel: (502) 561-8200

rvli@kci.us
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Louisiana (J 7/Region G)

Chancellor Donald, MD
Hematology CAC Representative
4809 Ambassador Caffery Pkwy
Suite 110

Lafayette, LA 70508

Tel: (337) 235-7898
chancellordonald@hotmail.com

David Oubre, MD

Oncology CAC Representative
120 Lakeview Cir

Covington, LA 70433

Phone: 985-875-1202
dnounre@bellsouth.net

Howard Wold, MD
Oncology CAC Alternate
605 B Medical Center Dr
PO BOX 8255
Alexandria, LA 71306
Tel: (318) 442-2232
hwold@holcmed.com

Maine (J 14/Region K)

Daniel Hayes, MD

Oncology CAC Representative
Hematology CAC Representative
100 Campus Drive, Suite 100
Scarborough, ME 04074

Tel: (207) 885-7600
hayesd@mccm.org

Maryland (J 12/Region L)

Eric Seifter, MD

Oncology CAC Representative
10755 Falls Road

Suite 200

Lutherville, MD 21093

Tel: (410) 583-7122
eseiftei@jhmi.edu

Thomas Bensinger, MD

ASH RS Member

Hematology CAC Representative

7525 Greenway Center Drive, Suite 205
Greenbelt, MD 20770

Phone: 301-982-9800
tabens67@gmail.com

Massachusetts (J 14/Region K)

Michael Constantine, MD
Hematology CAC Representative
20 Prospect St

Milford, MA 01757

Phone: 508-488-3700
mconstantine@milreg.org

Eric Wong, MD

Oncology CAC Representative
330 Brookline Ave

Boston, MA 02215

Phone: 617-667-1665
ewong@bidmc.harvard.edu

Michigan (J 8/Region |)

Paul Adams, MD

Hematology CAC Representative
301 Kensington, Suite 114

Flint, MI 48503

Phone: 801-762-8202
pta@genesys.org
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Ernie P. Balcueva, MD
Oncology CAC Representative
800 Cooper Ave, Suite 10
Saginaw, Ml 48602

Tel: (989) 753-1002
drebalcueva@ameritech.net

Minnesota (J 6/Region G)

Joseph Leach, MD

Oncology CAC Representative
910 E 26th St, Suite 200
Minneapolis, MN 55404
Phone: 612-884-6300
Joseph.leach@usoncology.com

Burton Schwartz, MD

Hematology CAC Representative
800 E 28th St, Suite 200
Minneapolis, Minnesota

Phone: 612-863-8585
burton.schwartz@usoncology.com

Mark Wilkowske, MD
Hematology CAC Alternate
3931 Louisiana Ave N

St. Louis Park, MN 55426
Phone: 952-993-3248
wilkom@parknicollet.com

Mississippi () 7/Region H)

Stephanie Elkins, MD
Hematology CAC Representative
2500 North State St

Jackson, MS 39216

Phone: 601-981-5616
selkins@umc.edu

John C. Clay, MD

Oncology CAC Representative
1704 23rd Ave, 2nd FI

Meridian, MS 39301

Tel: (601) 482-1555
jclaymd@meridianoncology.com

Missouri (J 5/Region G)

Joseph Muscato, MD, FACP
Oncology CAC Representative
1705 E Broadway, Suite 100
Columbia, MO 65201

Phone: 573-874-7800
joseph.muscato@usoncology.com

Burton Needles, MD
Hematology CAC Representative
607 S New Ballas, Suite 3300

St. Louis, MO 63141

Phone: 314-251-4400
burton.needles@mercy.net

Montana (J 3/Region F)
None Listed

Nebraska (J 5/Region G)

Margaret Block, MD
Hematology CAC Representative
77710 Mercy Rd, Suite 122
Omaha, Nebraska

Phone: 402-393-3110
mblock@nebraskacancer.com

Robert Langdon, MD

Oncology CAC Representative
7500 Mercy Rd #1300

Omaha, NE 68124

Tel: (402) 393-3110
rlangdon@nebraskacancer.com
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Nevada (J 1/Region E)

Heather Allen, MD, FACP
Hematology CAC Representative
Oncology CAC Representative
3730 S. Eastern Ave

Las Vegas, NV 89169

Phone: 702-952-3400
heather.allen@usoncology.com

Dan Curtis, MD

Oncology CAC Alternate

655 Town Center Dr

Las Vegas, NV 89144

Phone: 702-233-2210
dan.curtis@usoncology.com

Shamoon Ahmad, MD

Hematology CAC Alternate

3340 Topaz St, Suite 100

Las Vegas, NV 89121

Tel: (702) 363-2020
shamoon@physicianconsultants.org

New Hampshire (J 14/Region K)

Steve Larmon, MD

Oncology CAC Representative
201 Chesterfield Rd

Keene, NH 03431-2157

Tel: (603) 357-3411
Steven.S.Larmon@Hitchcock.org

Fred Briccetti, MD
Oncology CAC Alternate
250 Pleasant St
Concord, NH 03301
Tel: (603) 224-2556
f.briccetti@nhoh.com

New Jersey (J 12/Region L)

Mark S. Pascal, MD

Hematology CAC Representative
92 Second Street

Hackensack, NJ 07601

Phone: 551-996-5900
mpascal@hackensackumc.org

Kevin Callahan, MD

Oncology CAC Representative
1930 E RT 70, Suite V107

Cherry Hill, New Jersey

Phone: 856-424-3311
kcallahan@centerforcancer.com

New Mexico (J 4/Region H)

Tim Lopez, MD

Hematology CAC Representative
Oncology CAC Alternate

490-A West Zia Road

Santa Fe, NM 87505

Tel: (505) 955-7900
timothy.lopez@nmcancercare.com

Barbara McAneny, MD, FACP
Oncology CAC Representative
Hematology CAC Alternate
4901 Lang NE

Albuquerque, NM 87109
Phone: 505-842-8171
mcaneny@nmohc.com

New York (J 13/Region K)

Steven L. Allen, MD
Oncology CAC Representative
450 Lakeville Road

Lake Success, NY 11042
Phone: 516-734-8959
allen@nshs.edu
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Michael Willen, MD

Oncology CAC Alternate

PO Box 610

1003 Loudon Rd

Latham, NY 12110

Phone: 518-786-3122
Michael.willen@usoncology.org

Thomas Goodman, MD
Hematology CAC Representative
2125 River Rd

Niskayuna, NY 12309

Tel: (518) 836-3030
drsgood@nycap.rr.com

North Carolina (J 11/Region M)

James Boyd, MD

Hematology CAC Representative
2711 Randolph Rd, Bldg 100
Charlotte, NC 28207

Phone: 704-342-1900
ifooyd@oncologycharlotte.com

David Eagle, MD

Oncology CAC Representative
170 Medical Park Rd, Suite 101
Mooresville, NC 28117

Phone: 704-779-3946
deagle@Inho.org

North Dakota (J 3/Region F)

Ralph Levitt, MD

Hematology CAC Representative
Oncology CAC Representative
820 4th St N

Fargo, ND 58122

Phone: 701-234-6161
ralph.levitt@sanfordhealth.org

Ohio (J 15/Region 1)

David Kirlin, MD

Oncology CAC Representative
4350 Malsbary Rd, Suite 100
Cincinnati, OH 45226

Phone: 513-751-2148
dkirlin@ohcare.com

Taral Patel, MD

Hematology CAC Representative
3100 Plaza Properties Blvd.
Columbus, OH 43219

Phone: 614- 383-6000
tpatel@zangcenter.com

Scott Blair, MD
Hematology CAC Alternate
810 Jasonway Ave, Suite A
Columbus, OH 43214
Phone: 613-442-3130
sblair@coainc.cc

Oklahoma (J 4/Region H)

John Eckenrode, MD

Oncology CAC Representative

1705 E 19th St, Suite 201

Tulsa, OK 74104

Phone: 918-744-3180
eckenrode@oklahoma-oncology.com

Todd Kliewer, MD

Hematology CAC Representative
230 North Midwest Blvd.
Midwest City, OK 73110

Phone: 405-737-8455
toddklev@cox.net
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Oregon (J 2/Region F)

James Gajewski, MD
Hematology CAC Representative
3181 SW Sam Jackson Park Road
Portland, OR 97239

Phone: 503-494-4606
gajewski@ohsu.edu

David H. Regan, MD

Oncology CAC Representative
5050 NE Hoyt Street, Suite 256
Portland, OR 97034

Phone: 503-239-7767
david.regan@usoncology.com

Pennsylvania (J 12/Region L)

L. Eamonn Boyle, MD
Oncology CAC Representative
25 Monument Road, Suite 294
York, PA 17403-5049

Tel: (717) 741-9229
lebsvb@aol.com

Raymond Vivacqua, MD
Oncology CAC Alternate
1 Medical Center Blvd
Upland, PA 19013
Phone: 610-610-7420
RDWPLT@comcast.net

Rhode Island (J 14/Region K)

Joseph DiBenedetto Jr., MD
Hematology CAC Representative
Oncology CAC Representative
193 Waterman Street
Providence, Rl 02906

Phone: 401-351-4470
joedibenedetto@msn.com

Alessandro Papa, MD
Hematology CAC Alternate
Oncology CAC Alternate
19 Friendship St, Unit 360
Newport, Rl 02840

Tel: (401) 849-8787
alexpapal@cox.net

South Carolina (J 11/Region M)

Charles Bowers, MD
Oncology CAC Representative
380 Serpentine Dr, Suite 200
Spartanburg, SC 29303

Tel: (864) 560-7050
cebowers@srhs.com

William H. Babcock, MD

Oncology CAC Alternate

South Carolina Oncology Associates
166 Stoneridge Drive

Columbia, SC 29210

Tel: (803) 461-3000

South Dakota (J 3/Region F)

Loren Tschetter, MD

Oncology CAC Representative
Hematology CAC Representative
1020 West 18th St

Sioux Falls, South Dakota
Phone: 605-328-8000
[tschetter@pol.net

Tennessee (J 10/Region J)

Martin Palmeri, MD
Hematology CAC Representative
1 Professional Park Dr, Suite 21
Johnson City, TN 37604

Tel: (603) 359-8522
palmerim@msha.com
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Charles Penley, MD
Oncology CAC Representative
300 20th Ave N, Suite 301
Nashville, TN 37203

Phone: 615-329-0570
cpenley@tnonc.com

Texas (J 4/Region H)

John Cox, MD, FACP, FASCO
Oncology CAC Representative
1200 Main Street, Suite 2410
Dallas, TX 75202

Phone: 214-668-2532
John.Cox@usoncology.com

David Gordon, MD

Hematology CAC Representative
8527 Village Drive, Suite 101
San Antonio, TX 78217-5507
Tel: (210) 656-7177
david.gordon@usoncology.com

Roger Lyons, MD
Hematology CAC Alternate
4319 Medical Drive, Suite 205
San Antonio, TX 78229-3722
Tel: (210) 595-5300
roger.lyons@usoncology.com

Utah (J 3/Region F)

Wendy Breyer, MD

Oncology CAC Representative
1152 East 200 North

American Fork, Utah

Phone: 801-772-0698
wbreyer@centralutahclinic.com

Xylina Gregg, MD

Hematology CAC Representative
3838 South 700 East, Suite 100
Salt Lake City, UT 84106

Phone: 801-269-0231
xgregg@utahcancer.com

Vermont (J 14/Region K)

Christian Thomas, MD
Hematology CAC Representative
Oncology CAC Representative
792 College Pkway, Suite 207
Colchester, VT 05446

Phone: 802-655-3400
christian.thomas@vtmednet.org

Virginia (J 11/Region M)

James May, Ill, MD

Oncology CAC Representative

1401 Johnston-Willis Dr, Suite 4200
Richmond, Virginia

Phone: 804-330-7990
jmay@vacancer.com

Lawrence M. Lewkow, MD

Oncology CAC Alternate

1401 Johnston Willis Drive, Suite 4200
Richmond, VA 23235-4730

Tel: (804) 330-7990

Richard Ingram, MD
Hematology CAC Alternate
420 Glen Lea Ct
Winchester, VA 22601
Phone: 504-974-7845
laurenmiadad@gmail.com
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Washington (J 2/Region F)

Richard McGee, MD
Hematology CAC Representative
Oncology CAC Representative
21605 76th Ave W

Edmonds, WA 98026

Phone: 425-327-3537
richard.mcgee@swedish.org

Jeffery Ward, MD

Oncology CAC Alternate
Hematology CAC Alternate
21605 76th Ave W, Suite 200
Edmonds, WA 98026

Phone: 425-775-1677
jeffery.ward@swedish.org

West Virginia () 11/Region M)

Arvind Shah, MD

Oncology CAC Representative
401 Division St, Suite 100
South Charleston, WV 25309
Phone: 304-766-4350
ashah2733@gmail.com

James Frame, MD, FACP

Hematology CAC Representative
3100 MacCorkle Avenue SE, Suite 101
Charleston, WV 25304

Phone: 304-388-8380
james.frame@camc.org

Gerrit Kimmey, MD
Hematology CAC Alternate
5170 RT 60 East
Huntington, WV 25705
Phone: 304-528-4645
kimmey@uhswv.com

Wisconsin (J 6/Region G)

William Matthaeus, MD
Oncology CAC Representative
1055 N. Mayfair Rd
Wauwatosa, WI 53226
Phone: 414-476-8450
wmatthaeus@ah.com

Douglas Reding, MD
Hematology CAC Representative
1000 North Oak Ave

Marshfield, W1 54449

Phone: 715-387-5134
reding@mfldclin.edu

Wyoming (J 3/Region F)

Mohammed Mazhur-Uddin, MD
Hematology CAC Representative
1111 Logan Ave

Cheyenne, Wyoming

Phone: 307-635-9131
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2015 Contractor Medical Directors

Olatokunbo Awodele, MD, MPH
CMD: J-5

Wisconsin Physician Services Corp
333 Farnam Street

Omaha, NE 68131
olatokunbo@wpsic.com

Earl Berman FACP, MALPS-L
CMD: J15 Part B

CGS Administrators, LLC
Two Vantage Way

Nashville, TN 37228
earl.berman@cgsadmin.com

Stephen Boren MD, MBA

CMD: JK

National Government Services
5000 Brittonfield Pkway, Suite 100
East Syracuse, NY 13057
stephen.boren@anthem.com

Mitchell Burken, MD

CMD: JH/J12

Novitas Solutions, Inc

2020 Technology Parkway
Mechanicsburg, PA 17050
mitchell.burken@novitas-solutions.com

RaeAnn G. Capehart, MD
CMD: JH/JL

Novitas Solutions, INC
2020 Techology Parkway
Mechanicsburg, PA 17050
raeann.capehart@novitas-
solutions.com

Laurence Clark, MD, FACP

CMD: JK

National Government Services
5000 Brittonfield Pkway, Suite 100
East Syracuse, NY 13057
laurence.clark@anthem.com

James Corcoran, MD, MPH
CMD: JN

First Coast Service Option, Inc.
532 Riverside Avenue 20T
Jacksonville, FL 32202
james.corcoran@fcso.com

Carolyn Cummingham, MD

CMD: Part AIL & WI

National Government Services
8115 Knue Road, INA102-AF10
Indianapolis, IN 46250
Carolyn.cunningham@anthem.com

Harry Feliciano, MD, MPH

CMD: J11 MAC

Palmetto GBA

P.O. Box 100238, AG-275
Columbia, SC 29202
harry.feliciano@palmettogba.com

Anitra Graves, MD

CMD: J10 MAC

Cahaba GBA

PO Box 13384

Birmingham, AL 35205
anitra.graves@cahabagba.com

Charles Haley, MD, MS, FACP
CMD: JF A/B MAC

Noridian Healthcare Solutions
900 42nd Street S, P.O. Box 6740
Fargo, ND 58103
charles.haley@noridian.com
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Elaine K Jeter, MD is a Palmetto GBA medical director and director of the Molecular
Diagnostic (MolDX) project in J11. She is a graduate of the Medical University of South
Carolina (MUSC) and is board certified in Clinical and Anatomic Pathology, and Blood
Banking/Transfusion Medicine. She received her undergraduate degree from the State
University of New York at Geneseo and her master’s from the University of South
Carolina. Elaine was an academic physician at MUSC for ten years and in the private
practice of pathology in Columbia, SC for a number of years. She has been with Palmetto
GBA for more than 10 years.



Dane Dickson, M.D., CEO, MED-C

Dr. Dickson graduated in 1992 from the University of Utah with a BA in chemistry and a minor in
Mandarin Chinese. He attended medical school at the University of Utah graduating in 1996 with
honors. Subsequently, he completed an internal medicine residency at Washington University in St.
Louis in 1999. He specialized at the Huntsman Cancer Institute at the University of Utah.

In 2001, he started a solo practice (Teton Oncology) in Rexburg, Idaho, which eventually encompassed
over 8,000 square miles of Idaho and Wyoming. In 2010, his small group practice was acquired by a local
hospital, and Dr. Dickson spearheaded the development of the Teton Cancer Institute and served as its
Medical Director until 2014.

Also in 2001, he started the Summarius Corporation, a medical informatics company specializing in
clinical trial review and development of OIG compliant materials for education and training. Summarius
developed revolutionary methods of summarizing and presenting clinical trials and revised the complete
training and educational materials for fortune 100 pharmaceutical companies.

In 2012, he started working with Noridian LLC, a Medicare Administrative Contractor, as an oncology
subject matter expert, and then in 2013 he accepted, as a contractor, the position of Director of Clinical
Science for the Molecular Diagnostic Program (MolDX) with Palmetto GBA (another CMS MAC
contractor). In this capacity, he advises Palmetto on policy for implementation of molecular testing and
personalize medicine policy from a clinical perspective.

In 2014, multiple groups recognized a substantial unmet need in the advancement of personalized
medicine, and the Molecular Evidence Development Consortium (MED-C) was conceived. It was vetted
in various groups where it was highly acclaimed and warmly received by clinicians, laboratories, payors,
industry, pharma, patient groups and regulators. In 2015, after extensive searching by and finding no
existing group that could implement this unmet need, the non-profit public charity (MED-C.org) was
formed. Its mission is to advance personalized medicine through data collection and education. Its
strength is brining all the major stakeholders together to work in a shared and scientific manner. MED-C
continues to gain traction as a “transformative effort that will dramatically advance health care in the
world.” Dr. Dickson has been asked to be its CEO.

Dr. Dickson has been an active member of the American Society of Clinical Oncology (ASCO). He served
on ASCO’s Clinical Practice Committee from 2002-2005. In 2011, he helped revive the Idaho Society of

Clinical Oncology (ISCO) and served as President from 2012-2014. He was elected to the executive sub-
committee of the ASCO State Affiliate Council in 2013 and in 2014.

On a personal note, Dr. Dickson is the second oldest in a family of eight boys. He is happily married and
has three sons ranging from 14 to 19. He enjoys backpacking/hiking (especially in the Wind River Range
of Wyoming), running, biking and snow skiing. He is active in his community serving as an advisor to the
President of Brigham Young University Idaho as well as being a faithful member of the Church of Jesus
Christ of Latter-day Saints.

https://www.med-c.org/board/
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Coverage with

Data
Development

&
PALMETTO GBA. Elaine K Jeter, MD

A CELERIAN GROUP COMPANY

Coverage with Data Development (CDD)%<>O

SSA 1862(a)(1)(e):
* CMS authority
* NCD; CED is subcomponent of NCD

SSA 1862(a)(1)(a):
 Contractor’s authority
* LCDs - “R&N” — standard coverage requires CU

* CDD - Palmetto GBA’s approach for limited CU in
high frequency diseases that would require 10-20 yrs
to accrue prospective utilization data




MolDx: ConfirmMDx Prostate Cancer

Genetic Assay - L35368 %O

» Developed by MDxHealth, Irvine, CA

 Epigenetic molecular methylation assay to reduce
unnecessary repeat prostate biopsies

 Intended use: High-risk men with elevated/rising PSA or
abnormal DRE, with negative for Ca, being considered for
repeat bx

» Retrospective data only - ~40% repeat bx rate reduced to
4.5%

MolDx: ConfirmMDx Prostate Cancer

Genetic Assay - L35368 %o

Criteria for coverage:

» Males aged 40 -75 years old, with previous cancer-negative prostate
biopsy (transrectal) within 15 months, being considered for a repeat
biopsy, and

« Previous negative prostate biopsy, >8 tissue cores, FFPE cores with 20
microns/core minimal volume available for testing, and

» Previous biopsy histology with HGPIN, proliferative inflammatory

atrophy, or glandular inflammation acceptable, and
« Patient not under AS for low stage prostate CA, and
» Not previously tested by ConfirmMDx or similar test, and

» Testing ordered by physician certified via ConfirmMDx Certification and

Training Registry (CTR) Program

7/7/2015



MolDx: Decipher® Prostate Cancer

Classifier Assay — . 35650 %O

Coverage with Data Development

» To identify patients traditionally considered high risk after
radical prostatectomy who can be closely followed rather
than receive post-op XRT

» 22 biomarker expression assay (GenomeDX, San Diego, CA)
» Developed by GenomeDX
» Array technology
 Interrogates 1.4 million RNAs
* FFPE specimen
» Core with highest Gleason grade

MolDx: Decipher® Prostate Cancer

Classifier Assay — L35650 %o

Criteria for coverage:
» S/p radical prostatectomy (RP) in 60 mos; considering
secondary therapy for >1 risk factor, and

« Patient achieved PSA nadir in 30 da after RP, and

» No evidence of distant mets, or neo-adjuvant tx prior to
surgery, and

» Decipher performed on RP specimen, and

 Surgical path report with pT2 with a positive margin, or
pT3, or rising PSA after initial nadir, and

» Testing ordered by CTR certified physician

7/7/2015



MolDx: Decipher® Prostate Cancer

Classifier Assay — L35650 %O

Certification and Training Registry (CTR) Program

» Ensure physicians understand limitation of test re:
retrospective and heterogeneous patient populations

 Inform physicians on safe use

* Avoid missing clinically relevant development of mets or
cancer related deaths in low risk patients

* to maintain secure registry database,

» Immediately report any distant mets or prostate cancer -
related deaths

 Publish findings regardless of outcomes

MolDx: Prolaris™ Prostate Cancer
Genomic Assay — LL35629 o

* RNA based, 31 cell cycle gene assay; FFPE prostate cancer

blocks; numerical score

» Intended use - early stage, needle biopsy proven prostate
cancer who can be managed conservatively, rather than

definitive surgery or XRT

» Based on retrospective data

7/7/2015



MolDx: Prolaris™ Prostate Cancer

Genomic Assay — L35629 %O

* NCCN & AUA guidelines recommend normograms to
determine patients at risk for mets

* Has led to high cure rates BUT many men are still
over treated for early stage prostate cancer

 Physicians struggle to know who can safely be
observed vs subgroup that needs more aggressive tx

» Prospective data takes decades to develop & patient
accrual hard in US in conservatively managed arm

» CU extrapolated from retrospective data

MolDx: Prolaris™ Prostate Cancer

Genomic Assay — DL35629 %o

Coverage criteria:

» Needle bx with adenoCa of prostate, and FFPE specimen
with >0.5 mm of cancer

 Stage defined as:

* Very-low risk disease- T1c, Gleason Score <6, PSA
<10 ng/mL ,<3 prostate cores with tumor, <50% CA
in any core & PSA density of <0.15 ng/mL/g), or

» Lowrisk Disease - (T1-T2a, Gleason Score < 6 & PSA
<10 ng/mL), and

 Life expectancy of >10 yrs
 Patient would be eligible for RP or XRT

7/7/2015



MolDx: Prolaris™ Prostate Cancer

Genomic Assay — L35629 %O

Coverage criteria:

» Test results used to determine conservative mgmt vs

definitive therapy

 Physician certified by CTR

» Patient monitored for disease progression according to

established standard of care, and

» Physician must report development of mets or prostate

Ca deaths in patients not treated definitively who were

deemed low risk by this assay

MolDX: Genomic Health™ Oncotype DX®

Prostate Cancer Assay - DL36153 %o

Coverage with Data Development:
* 17 gene RT-PCR assay
e Indicated for men considered candidates for AS:

Needle bx with no mets or LN involvement

Very low-, or low-risk prostate cancer with 10-20
yr life expectancy

Physician CTR certified
Patient treated according to test result
Patient registry

7/7/2015



What Have We Learned %O

¢ Many assays are NOT ready for prime time
* Technology is way ahead of clinical utility
» Labs have to adapt to evidence standard

» Evidence standard hasn’t changed but expectation
of evidence has

» Every detail regarding prospective data collection must
be addressed in LCD, and consistent from assay to assay

» Palmetto GBA looks to professional associations to
assess evidence and add to guidelines when evidence for
standard of care

N\

Questions?
Elaine.jeter@palmettogba.com

7/7/2015



ASCO/ASH Carrier
Advisory Meeting

July, 2015
ASCO HeadQuarters
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Objectives

* A frank review of the scientific status of
molecular medicine

* Level of evidences behind NGS (and much of
personalized medicine)

* Lack of standards in testing,
— LDTs
— False Positives

* FDA Role

The Science Behind Molecular Medicine
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Emperor’s New
Clothes

Hans Christian Anderson

Emperor — liked new clothes

Weavers said would make
him an outfit

Cloth so fine that could no
be seen by those who wet
— Unworthy of their office
— Incredibly stupid
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Little Boy, “He’s naked.”

Personalized Medicine

The Full Monty Monty Python
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The Truth of Molecular Medicine

CML is the Exception

1 1(9;22)(q34;
qll)

BCR-ABL




Protein NGS

Metabolism

Personalized Medicine
and Cures

GermGl1

P10 P11 | P12

M10 M1l

July 9, 2015

PALMETTO GBA
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Clinical Example
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Case 1: NGS and NSCLC

Case #1

e Around February 2014 — my partner calls and
asks,

e “The NCCN says | should perform NGS on my
patient with NSCLC. Where should | send th
test?”




Case #1 - Background

* NCCN in early 2014 introduced in their NSCLC
guidelines a recommendation to include NGS

as part of the work up for patients with

metastatic disease

e See the next 2 slides

NCCN January 30, 2014

¢ NCCN Guidelines Version 3.2014
Non-Small Cell Lung Cancer

TARGETED AGENTS FOR PATIENTS WITH GENETIC ALTERATIONS

Genetic Alteration (ie, Driver event)

Available Targeted Agents with Activity
Against Driver Event in Lung Cancer

EGFR mutations

erlotinib,’ gefitinib,? afatinib?

ALK rearrangements

crizotinib?

trastuzumab,’ afatinib®

HER2 mutations
|

BRAF mutations vemurafenib,” dabrafenib®
‘lMET amplification crizotinib?
’|R051 rearrangements crizotinib!?

‘lRET rearrangements

cabozantinib

16 ? Why — Every academic institution was running NGS?

7/7/2015



LOE for NCCN Recommendations

TARGETED AGENTS FOR PATIENTS WITH GENETIC ALTERATIONS

Genetic Alteration (ie, Driver event) Avallable Targeted Agents with Activity . .
Against Driver Event in Lung Cancer I Retrospectlve — tissue on Iy, no treatment |
EGFR mutations erlotinib,' gefitinib.? afatinib?
ALK rearrangements erizotinib*
HERZ mutations trastuzumab,® afatinib®
BRAF mutations vemurafenib,” dabrafenib®
MET amplification crizotinib?
ROS1 rearrangements crizotinib!?
RET rearrangements cabozantinib’!

epafidergoing somatic EQFR mutation testing

1Sequist LV, Joshi VA, Janne PA, et al. Response to treatment gadsurvival of patients with non-small cell lung
Oncologist 2007;12:90-98

2Paez JG, Janne PA, Lee JC, et al. EGFR mutations in

3Sequist LV, Yang JC-H, Yamamoto N, et al. Phasg
mutations. J Clin Oncol 2013;31:3327-3334

“Kwak EL Bang Y.l Camldge DR,
Vare

app

MaZ|ErEs J Pelers S, Lepage B e
2013;31:1997-2003.

7Gautsch| O, Pauli C, Strobel K, et 4LA £ PIRA @ddenocarcinoma responding to vemurafenib. J Thorac Oncol 2012;7:€23-24.

EPlanchard D, Mazieres J, Riely GJ, et al. Interim results §
(NSCLC) patients [abstract]. J Clin Oncol 2013;31(Supp 3

%0u SH, Kwak EL, S\wak-Ta C etihib (PF02341066) adual pithelial (MET) and lymphoma kinase (ALK)

D £ ith de novo MET amplification. J Thorac Oncol 2011 16:942-946.
10Bergethon K, Shaw AT Ou SH et a‘ ROSI rearrangements define a unique molecular class of lung cancers. J Clln Oncol 2012;30:863-870.
"Drilon A, Wang L, Hasanovic A, et al. Response to cabozantinib in patients with RET fu positive lung . Cancer Discov 2013; 3:630-635.

-

17 January 30, 2014

LOE By Literature

¢ NCCN Guidelines Version 3.2014
Non-Small Cell Lung Cancer

TARGETED AGENTS FOR PATIENTS WITH GENETIC ALTERATIONS

Genetic Alteration (ie, Driver event) Available Targeted Agents with Activity
Against Driver Event in Lung Cancer
EGFR mutations erlotinib,’ gefitinib,? afatinib?
ALK rearrangements crizotinib?
HER2 mutations trastuzumab,’ afatinib®
LOE + BRAF mutations vemurafenib,” dabrafenib®
|MET amplification | crizotinib?
| LOE - | ROS1 rearrangements crizotinib!?
|RET rearrangements | cabozantinib!!
» Note —IN 2015 - }J-!gugrzytoleést ROS1 is a homerun.
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Which NGS Lab and Platform?

Different platforms yield different results

“True” + (All 3 hit)
SNP - 66.4%

A SNP B INDEL

n=35,708 n=2,945 INDEL - 18.1%

2018
56%

Proton
n=1,480

Proton llumina
n=26,851 n=1521

“False” + (Only 1)
SNP - 20.5%
Indel - 61.6%

541
18.4%
Complete Genomics Complete Genomics
n=28,227 n=1,609

Reference: Boland JF, et al. Hum Genet 2013;132:1153-1163

Is NGS of Somatic Tissue Enough?

P — Targeted
Garwion e posivechries

Bl Somatic changes in aclionable genes
‘Somatic changes

Matched tumor/normal sample analyses Tumor-only analyses

Candidate mutations per
Total Number of Somatic Candidate . Alterations in
sequence samples mutations per mutations per U M ranio Al of actionable genes
::rela e ana!pud tumer . tumor . € germiine after dbSNPgl Iter
: i
9 . variants (dbSNP)

Whole exome Total alterations 1401 382 241
True positives i 135 (10%) 133 (35%) 161 (67%)

False positives (germline) | 1266 (90%) 249 (65%) 080 (33%) |

Targeted Total alterations 1153 628 231
True positives {somatic) 434 (38%) 4.33 (69%) 1.79 (77%)
False positives (germline) [ 7.19 (62%) 1.95 (31%) 0.52 (23%)

Jones S. Sci Transl Med 2015 April 15; 7 (283)
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Massive Parallel Sequencing (NGS)

* Hot Spot Testing e Comprehensive
Genomic Profiling

: ;
Multiple genes — only certain segments Multiple genes — all segments
July 9, 2015 PALMETTO GBA

Yet, NGS is the Future
$8,000
$7,000 +——— =e=TCDx/LDT Cost
=@=NGS Cost #1
$6,000 ——
~=NGS Cost #2 /
$5,000 /
$4,000 '
$3’000 /(W'Tr
$2,000 e
$1,000
SO T T T
0 2 4 6 8

7/7/2015
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Problems Exemplified by Case #1

* Non-Standardized NGS — Unable to trust one
lab’s result to another’s

e Lack of LOE to know if and how to use the
results

e Shunting of patients from possible clinical
trials and other evidence collection

Case 2: Laboratory Developed Tests (LDTs)
Companion Diagnostics (CDx)

12
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Case #2

48 y.0. never-
smoker

Metastatic NSCLC

Tumor sent for
EGFR and ALK by
LDT (major national
lab)

“Negative”

Case #2

Failed first line chemo — with Carboplatin Paclitaxel
Failed 2" line chemo — with Alimta

Based on Drillon Study with high quality NGS sent of}
original biopsy again

EGFR Mutation Found Exon 19

Companion Diagnostic usually would have found

Patient placed on Erlotinib — near CR after 3 mont

with often patients responding for months to yea

on therapy.

13



CDx vs. LDTs

e Complexity of Testing

— Companion Diagnostics are
the only test that have been
proven to work with certain
drugs.

— There are mutations not
picked up by CDx that likely
would benefit from the
drugs.

— LDTs may pick up these
additional mutations, but
also may pick up mutations
that don’t respond

Responsive
Mutations

July 9, 2015 Palmetto GBA

CDx vs. LDTs

CDx Positive vs. Real Treatable Mutations LDT2 Positive vs. Real Treatable Mutations

False

LDT1 Positive vs. Real Treatable Mutations

alse +

False

July 9, 2015 28
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FDA Memo

* Compare LDTs to CDx

* “Ensuring that doctors and patients have access to
safe, accurate and reliable diagnostic tests to help
guide treatment decisions is a priority for the FDA.
Inaccurate test results could cause patients to seek
unnecessary treatment or delay and sometimes forgg
treatment altogether. Today’s action demonstrates t
agency’s commitment to personalized medicine, whi
depends on accurate and reliable tests to get the rig
treatment to the right patient.”

* FDA Commissioner Margaret A. Hamburg M.D.

July 9, 2015 PALMETTO GBA 29

L.
Problems Exemplified by Case #2

* What would have happened if we would not
have tested this dear patient?

* Can we trust LDTs?— What it the problem wit
the LDT, or the increased sensitivity of the
NGS?

* Do | need to re-test every patient?

e Would another lab have found the mutatio
given only 66% concordance in SNP

®
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Clinical Scenario #3 & #4: Multiplex Testing

Observation #3

* Rapidly Expanding NGS Panels
* Academicians vs. Laboratory vs. Payors
* AMA - Codes somewhere between Testable and Actional

Labs “Testable”

+4+ dadbdbdbdbdhds  pndndndhdndindi dndndndndindinsl

Academics “Actionable”

+ 44 +d+d+d++

Payors “R&N"

+ 4+ whak bk b

7/7/2015
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Observation #3 - Levels of Evidence

+++++ =
=
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-Predefined E
Outcomes =
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Obs#3 - Old School Care Migration

lled Trial |

Randomized Controlled Trial
Randomized Controlled Trial
Randomized Controlled Trial
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Erroneous Migration of Care

Randomized Controlled T
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Obs #3 - The Problem with N of 1

Estrogen receptors and Her2 in lung cancer

How many patients does it take to really
determine an effect?

How many, “we could try X based on. . .”
have data collected

How many “N of 1” could have been on a
clinical trial of “N of 30 or 50 or 100”

How many clinics get reimbursed for the time
and effort that it takes to get testing and drug

for their “N of 1” @
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Biography

Ron Kline is a board certified pediatric hematologist-oncologist. In his role as
medical officer in the Patient Care Models Group at the Center for Medicare and
Medicaid Innovation (CMMI), he is part of the program team directing CMS’s new
Oncology Care Model. As a Robert Wood Johnson Foundation Health Policy Fellow
in 2013-14, he focused on health policy in the office of Senate Finance Committee
Chair Ron Wyden and at CMML.

He has been a clinical pediatric hematologist —oncologist for over 20 years, most
recently serving as the medical director of the Pediatric Division of Comprehensive
Cancer Centers of Nevada, the largest multispecialty oncology group in Nevada. He
is a clinical associate professor at the University of Nevada School of Medicine.

Kline has held leadership positions in local and statewide organizations, primarily
focusing on health policy and children’s issues. He is past president of the Clark
County Medical Society and the Nevada State Medical Association, a former
alternate delegate to the American Medical Association House of Delegates, a past
gubernatorial appointee to the Silver State Health Insurance Exchange board of
directors, and a former member of the Nevada Board of Medical Examiners. He was
the founding chair of the Children’s Medical Advocacy Coalition and president elect
of the Southern Nevada Medical Industry Coalition. In addition to his medical and
health policy pursuits, Kline has a strong interest in history and international
relations, having served as an officer of the World Affairs Council of Las Vegas from
2008-2013.

Kline has broad experience directing clinical programs in multiple states and in
university, hospital-based, and private practice settings. He is the author of over 20
scientific publications, and the editor of a textbook on pediatric hematopoietic stem
cell transplantation.

Kline received his MD and BA from the University of California, Los Angeles, and did
his pediatric residency training at the Children’s Hospital of Los Angeles. He
completed a biotechnology fellowship at the National Cancer Institute and a clinical
fellowship in pediatric hematology-oncology and hematopoietic stem cell
transplantation at the University of California, San Francisco.



CENTERS FOR MEDICARE & MEDICAID SERVICES

CENTER FOR MEDICARE & MEDICAID INNOVATION

Oncology Care Model Overview

Centers for Medicare &
Medicaid Services

Innovation at CMS

Center for Medicare & Medicaid Innovation (Innovation Center)
¢ Established by section 1115A of the Social Security Act (as added by
Section 3021 of the Affordable Care Act)

e Created for purpose of developing and testing innovative health care
payment and service delivery models within Medicare, Medicaid, and
CHIP programs nationwide

Innovation Center priorities:

¢ Test new payment and service delivery models
¢ Evaluate results and advancing best practices
¢ Engage a broad range of stakeholders to develop additional models for

testing @ 3

CENTERS FOHE MEDICARE & AEDICAID SEEVICES
CENTER FOR MEDICARE & MEDICAID INNOVATION
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Innovation Center Models

Goals of Innovation Center models:
* Better care
e Smarter spending
¢ Healthier people

Models range in focus, including:
* Accountable Care Organizations
* Primary Care Transformation
* Bundled Payments for Care Improvement
* New emphasis on specialty care models

(CcMms

CENTER FOR MEDICARE & MEDICAID INNOVATION

Oncology Care Background

¢ One specialty practice area where the Innovation Center aims to improve
effectiveness and efficiency is oncology care.

¢ More than 1.6 million people are diagnosed with cancer in the United
States each year. Approximately half of those diagnosed are over 65 years
old and Medicare beneficiaries. Cancer patients comprise a medically
complex and high-cost population served by the Medicare program.

¢ About 50% of patients in oncology practices are Medicare beneficiaries

¢ The Innovation Center has the opportunity to further its goals of better
care, smarter spending, healthier people through an oncology payment

model.

M AUDICARE & MEDICAID SERVICES
CENTER FOR MEDICARE & MEDICAID INNOVATION
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Oncology Care Model (OCM)

¢ The Innovation Center’s Oncology Care Model (OCM) focuses on an
episode of cancer care, specifically a chemotherapy episode of care

* The goals of OCM are to utilize appropriately aligned financial incentives
to improve:

1) Care coordination
2) Appropriateness of care
3) Access for beneficiaries undergoing chemotherapy

¢ Financial incentives encourage participating practices to work
collaboratively to comprehensively address the complex care needs of
beneficiaries receiving chemotherapy treatment, and encourage the use
of services that improve health outcomes.
CMS

CENTER FOR MEDICARE & MEDICAID INNOVATION

OCM Overview

Episode-based

Payment model targets chemotherapy and related care during a 6-month
period following the initiation of chemotherapy treatment

Emphasizes practice transformation

Physician practices are required to engage in practice transformation to
improve the quality of care they deliver

Multi-payer model

Includes Medicare fee-for-service and other payers working in tandem to
leverage the opportunity to transform care for oncology patients across

the population

CENTER FOR MEDICARE & MEDICAID INNOVATION
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Participants: Physician Practices

Physician practices that are Medicare providers and furnish
chemotherapy may apply to participate in OCM.

Practices are expected to engage in practice transformation to improve the quality
of care they deliver. This transformation is driven by OCM’s 6 practice requirements:

1) Provide 24/7 patient access to an appropriate clinician who has real-time
access to patient’s medical records

Aim to better meet patients’ needs by providing around-the-clock access to a
clinician who can provide real-time, individualized medical advice

Practice Requirements

2) Use an ONC-certified EHR and attest to Stage 2 of meaningful use (MU)
by the end of the third model performance year

OCM Practices must demonstrate progress by attesting to MU Stage 1 by end of
the first model performance year

3) Utilize data for continuous quality improvement

The Innovation Center will provide participating practices with rapid cycle data
feedback reports to aid in quality improvement. Practices are expected to use
this data to continuously improve OCM patient care management.

(cms
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Practice Requirements cont.

4) Provide core functions of patient navigation

Practices are required to provide patient navigation to all OCM patients. The
National Cancer Institute provides a sample list of patient navigation
activities (see Appendix B of the RFA)

5) Document a care plan for every OCM patient that contains the 13
components in the Institute of Medicine Care Management Plan
Plan components include treatment goals, care team, psychosocial support,

and estimated patient out-of-pocket cost (see Appendix A of the RFA for full
list)

6) Treat patients with therapies consistent with nationally recognized clinical
guidelines

Practices must report which clinical guidelines (NCCN or ASCO) they follow for
OCM patients, or provide a rationale for not following the clinical guidelines.

=1

Participants: Payers

OCM covers Medicare fee-for-service (OCM-FFS) and other payers
(OCM-0P)

¢ Other payers may include commercial payers (including MA plans), state
Medicaid agencies, or other governmental payers (including Tricare,
FEHBP, and state employee health plans)

Payer participation will drive the geographical scope of the model

¢ The Innovation Center will publish lists of payers and practices who
submit letters of intent to participate in OCM, and expects other payers to
plan for OCM participation with their associated practices

(cms
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Payer Requirements

Operational
e Commit to participation in OCM for its 5-year duration
¢ Sign a Memorandum of Understanding with the Innovation Center
¢ Enter into agreements with OCM practices that include requirements to provide
high quality care
¢ Share model methodologies with the Innovation Center

¢ Provide payments to practices for enhanced services and performance as described
in the RFA

Quality Improvement Measures
* Align practice quality and performance measures with OCM, when possible
Data Sharing

¢ Provide participating practices with aggregate and patient-level data about
payment and utilization for their patients receiving care in OCM, at regular

intervals

=1

Target Beneficiary Population:

OCM-FFS

Medicare beneficiaries who meet each of the following criteria
will be included in OCM-FFS.

* Are enrolled in Medicare Parts A and B

¢ Have Medicare FFS as their primary payer

* Do not have end-stage renal disease

* Are not covered under United Mine Workers

* Receive an included chemotherapy treatment for cancer under

management of an OCM participating practice

conTIBS F ARE & MEDICAID SERVICES
CENTER FOR MEDICARE & MEDICAID INNOVATION
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Episode Definition: OCM-FFS

Types of cancer

OCM-FFS includes nearly all cancer types

Episode initiation

Episodes initiate when a beneficiary starts chemotherapy

The Innovation Center has devised a list of chemotherapy drugs that trigger OCM-FFS
episodes, including endocrine therapies but excluding topical formulations of drugs

Included services

All Medicare A and B services that Medicare FFS beneficiaries receive during episode
Certain Part D expenditures will also be included

Episode duration

OCM-FFS episodes extend six months after a beneficiary’s chemotherapy initiation.
Beneficiaries may initiate multiple episodes during the five-year model performance

period K

CMS

CENTER FOR MEDICARE & MEDICAID INNOVATION
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Two-Part Payment Approach:

OCM-FFS

During OCM, participating practices will be paid Medicare FFS payments.
Additionally, OCM has a two-part payment approach:

(1) Per-beneficiary-per-month (PBPM) payment

$160 PBPM payment for enhanced services required by OCM that is paid during
the chemotherapy episode

OCM-FFS practices are eligible for the PBPM monthly for each month of the 6-
month episode, unless beneficiary enters hospice

(2) Performance-based payment

Incentive to lower the total cost of care and improve quality of care for
beneficiaries over the 6-month episode period

Retrospective payment that is calculated based on the practice’s historical
Medicare expenditures and achievement on selected quality measures

CENTERS FOHE MEDICARE & AEDICAID SEEVICES
CENTER FOR MEDICARE & MEDICAID INNOVATION
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Performance-Based Payment:

OCM-FFS

1) CMS will calculate benchmark episode expenditures for participating
practices

¢ Based on historical data
¢ Risk-adjusted, adjusted for geographic variation
¢ Trended to the applicable performance period
2)  Adiscount will be applied to the benchmark to determine a target price for
OCM-FFS episodes
e Example: Benchmark = $100 - Discount = 4% —> Target Price = $96

3) If actual OCM-FFS episode Medicare expenditures are below target price, the
practice could receive a performance-based payment

e Example: Actual = $90 = Performance-based payment up to $6

4) The amount of the performance-based payment may be reduced based on the
participant’s achievement and improvement on a range of quality measures

Risk Arrangement Options:

OCM-FFS

One-Sided Two-Sided

e Participants are NOT responsible e Participants are responsible for
for Medicare expenditures that Medicare expenditures that
exceed target price exceed target price

e 5-year model duration e Option to take downside risk,

e Medicare discount = 4% beginning in Year 3 (one-sided

e Must qualify for performance- risk for Years 1 and 2)
based payment by end of Year 3 * Medicare discount = 2.75%
e Must qualify for performance-
based payment by end of Year 3

CENTINS FOR MEDICABE & SEDICAID SEEVICES
CENTER FOR MEDICARE & MEDICAID INNOVATION
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Benchmarking: OCM-FFS

¢ Benchmarking will be based on historical Medicare expenditure data

— Based on both practice data and regional/national data as necessary
to increase precision

— Risk adjusted, adjusted for geographic variation

— Trended to applicable performance period

e Participants in the same risk arrangement structure will all receive the
same discount (4% in one-sided risk; 2.75% in two-sided risk)

* Clinical trial participants will be included

(CcMms
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Risk Adjustment: OCM-FFS

OCM-FFS will risk adjust for several factors that affect episodic expenditures.
Possible risk adjustment factors include:

1) Beneficiary characteristics (such as age strata or comorbidities)

2) Episode characteristics (such as whether an episode is the first for that
beneficiary)

3) Disease characteristics (such as cancer type)

4) Types of services furnished (such as provision of radiation therapy or
initiation with an endocrine therapy)

Risk adjustment in Year 1 will be based solely on information available in
claims data. Risk adjustment in subsequent years may incorporate additional

factors not captured in claims data, such as cancer staging. K

& AEDICARY & MEDICAID SERVICES
CENTER FOR MEDICARE & MEDICAID INNOVATION
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Winsorization: OCM-FFS

Practices may have a small number of patients with unexpected events or
outcomes that greatly increase their total cost of care. To lessen the impact of
these outlier cases on a practice’s overall performance, CMS intends to utilize a

process called Winsorization.

¢ Winsorization replaces extreme values above a certain threshold (e.g. 95th or
99th percentile) with less extreme values to lessen the potential impact of

outliers.

e Ex: If a beneficiary were involved in a severe motor vehicle accident during an
OCM episode, thus greatly increasing his/her costs, the total cost of care of
the episode would be truncated at the Winsorization threshold based on the
national distribution of expenditures for that type of episode.

Quality Measures: OCM-FFS

Quality measure domains:
1) Clinical quality of care

2) Communication and care
coordination

3) Person and caregiver
centered experience and
outcomes

4) Population health

5) Efficiency and cost
reduction

6) Patient safety

Data sources:
1) Practice-reported
2) Medicare claims

3) Patient surveys

List still in progress — will be finalized
prior to practices signing agreements

(CMS
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Quality Measures: Performance-Based Payment Subset

See Appendix C of the RFA for full list of preliminary quality measures

Quality

Communication and Care

Recommended practice requirement or quality

measurement

NQF # Source

Outcome

for pain AND pain intensity is quantified

Coordination # of ED visits per OCM-FFS beneficiary per episode Claims data
Communication and Care . L - . q
Coordination # of hospital admissions per OCM-FFS beneficiary per episode Claims data
Comrqunl.catlon and Care | % of}all Medlcare‘FFS beneficiaries managed by the practice #0216 Claims data
Coordination admitted to hospice for < 3 days

Communication and Care | % of all Medicare FFS beneficiaries managed by the practice who .
Coordination experience 21 ED visit in the last 30 days of life o Ceims eE
Person-and Caregiver- % of OCM-FFS beneficiary face-to-face encounters with the Reported b
Centered Experience and | participating practice in which there is a documented plan of care | #2100 P Y

practice

Person-and Caregiver-
Centered Experience and
Outcome

Score on patient experience survey (modified CAHPS)

Administered by
CMS contractor

Person-and Caregiver-
Centered Experience and

% of OCM-FFS beneficiary face-to-face encounters in which the
patient is assessed by an approved patient-reported outcomes

Reported by

Outcome

Outcome tool practice
P g iver-
Ssmend Car.eglver % of OCM-FFS beneficiaries that receive psychosocial screening Reported by
Centered Experience and . N . .
and intervention at least once per episode practice

cCcms

CENTER FOR MEDICARE & MEDICAID INNOVATION
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Monitoring and Evaluation:

OCM-FFS

Participant monitoring activities may include:

¢ Tracking of claims data

e Patient surveys

¢ Site visits

¢ Analysis of quality measurement data

¢ Time and motion studies

¢ Medical record audits, tracking of patient complaints, and appeals

OCM will employ a non-randomized research design using matched
comparison groups to detect changes in utilization, costs, and quality that can
be attributed to the model

i

S

CENTERS FOHE MEDICARE & AEDICAID SEEVICES
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Learning and Diffusion (L&D)

The OCM Learning System will provide:

¢ Topic-specific webinars that allow OCM participants to learn from each other

* An online portal to support learning through shared resources, tools, ideas,
discussions, and data-driven approaches to care

e Action Groups in which practices work together virtually to explore critical topic
areas and build capability to deliver comprehensive oncology care

e Site visits to better understand how practices manage services, use evidence-

based care, and practice patient-centered care

¢ Coaching to help practices overcome barriers to improvement

Program and Payment Overlap

Shared Savings Programs

= Participation in shared savings programs and OCM is allowed

= Examples of shared savings programs are: Pioneer Accountable Care
Organizations (ACOs), Medicare Shared Savings Program (MSSP),
Comprehensive Primary Care (CPC)

Other Models

= Transforming Clinical Practice Initiative (TCPI): Significant overlap between
TCPI and OCM is not expected, and dual participation in both TCPl and OCM is
not allowed

Care Management Services

= Chronic Care Management (CCM) and Transitional Care Management (TCM)
services: Practices that bill the OCM PBPM cannot also bill for CCM or TCM

services in the same month for the same beneficiary. K

S

c ARE & MEDICAID SERVICES
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Contact Information

Oncology Care Model
CMMI Patient Care Models Group

OncologyCareModel@cms.hhs.gov

http://innovation.cms.gov/initiatives/Oncology-Care/

q. CAID SERVICES
CENTER FOR MEDICARE & MEDICA

ICAID INNOVATION
25
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ASCO Medicare Oncology Payment Model Resources

OC M M Odel Supporting the Oncology Community with Interpretation &

Evaluation of CMMI’s Oncology Care Model

L3
Embrace It I Ignore It
| This resource page is a service of ASCO, available to ASCO

1 1 members and to the broader oncology community, providing

i an information source for the interpretation, evaluation and
application process for oncology providers contemplating

f i their participation in the Center for Medicare and Medicaid

T Innovation (CMMI) Oncology Care Model (OCM).

i Should your practice embrace OCM or should it ignore OCM?
- What are the prospective benefits of participating in OCM?
The OCM Support Center is available to support you in these
deliberations.

What is the Oncology Care Model?

The Oncology Care Model is an oncology-specific initiative of CMMI that focuses on the total cost of care
for cancer patients undergoing chemotherapy during a six-month episode of care. The OCM payment
methodology incentivizes participating practices to meet certain quality and performance metrics and to
comply with practice transformation requirements. The OCM program is five years in duration with an
anticipated “go live” date in the spring 2016.

Physician group practices and solo practitioners that furnish chemotherapy for cancer are eligible to
participate in OCM. As well, hospital owned practices, including provider-based departments and
practices that partner with a hospital outpatient department for chemotherapy services are eligible to
participate.

CMMI has posted FAQs about the model on its website.

Oncology Care Model Interpretation & Evaluation Support

Our staff and industry experts will respond to specific inquiries that you might have with regard to the
feasibility and implications of OCM participation by your practice. Submit an inquiry.

Couldn't Make the ASCO Webinars on the Oncology Care Model?

A recording, the slides, and an FAQ from the April 28, 2015 webinar--and a_recording and
the slides from the June 4, 2015 webinar--are available now.


http://www.asco.org/advocacy/medicare-oncology-payment-model-resources
http://innovation.cms.gov/Files/x/ocmfaqs.pdf
http://www.asco.org/ocm-support-center-inquiry-form-0
http://bcove.me/0lw2ysz8?width=480&height=270&iframe=true
http://www.asco.org/sites/www.asco.org/files/cmmi_ocm_4-28-15_for_web.pptx
http://www.asco.org/sites/www.asco.org/files/faqs_from_webinar.pdf
https://www.youtube.com/watch?v=g8XGb125aGw&feature=youtu.be
http://www.asco.org/sites/www.asco.org/files/ocm_june_webinar_slides_final.pptx
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Breakout Session Instructions

e Attendees will breakout into their MAC regions and the group lists can be found in the meeting
binder. All groups will meet in the current meeting room. Tables are marked by region and MAC.

e Each group will have a facilitator and those are identified in the group lists with an asterisk on
their name. There will be a thirty-minute discussion period.

e Groups are asked to consider one or two questions below during their breakout discussion:
0 How can we increase our communication on LCDs effecting hematology and/or

oncology?

0 What was the most difficult coverage determination made in the past two years in the
region?

0 What do you think will be addressed in LCDs in the near future and how should they be
covered?

e After thirty-minutes, the identified facilitator will be asked to provide a brief summary of his/her
group’s discussion.



A/B MAC Current Jurisdictions

as of April 2015




Region E (Noridian)

Dr. Piyush Srivastava*
Dr. Sabina Wallach
Jose Gonzalez

Dr. Robert Robles

Dr. Warren Fong

Dr. Charles Miller

Dr. Heather Allen

Dr. Arthur Lurvey

Region F (Noridian)
Dr. Dan Zuckerman*

Dr. James Gajewski

Dr. Latha Subramanian

Tammy Thiel

Liz Cleland

Dr. Dane Dickson
Dr. Richard Whitten

Jurisdiction 5 (WPS)
Dr. Roscoe Morton*

Dr. Sukumar Ethirjan
Dr. Mark Hermann
Dr. Mary Klix

Jurisdiction 6 (WPS)
Dr. Gary MacVicar*
Dr. Paul Fishkin

Dr. Parameswaran Hari

MAC Region — Group List

Region H (Novitas)
Dr. Debra Patt*

Dr. Gregg Franklin
Dr. John Cox

Dr. Barbara McAneny

Dr. Debra Patterson
Dr. Shubam Pant

Jurisdiction 8 (WPS)
Dr. Samuel Silver*

Fuad Hammoudeh
Dr. Philip Kuriakose
Dr. Michael Stender
Carol Christner

Jurisdiction 15 (CGS)
Dave Dillahunt*

Dr. Joel Saltzman

Region J (Cahaba)
Dr. Luis Pineda*
Dr. Gregg Shepard
Dr. Thom Mitchell
Karen Beard

Region K (NGS)
Dr. Joseph DiBenedetto, Jr.*

Dr. Tracey Weisberg
Dr. Michael Willen
Dr. Eric Wong

Dawn Holcombe

Dr. Laurence Clark

Region L (Novitas)

Dr. Kenneth Adler*

Dr. Mark Pascal

Dr. Eric Seifter

Dr. Arturo Loaiza-Bonilla

Dr. Paul Celano
Dr. Steven Allen
Dr. Paul Celano

Region M (Palmetto)
Dr. Kashyap Patel*
Dr. Ahmed Khalid

Dr. Quillin Davis

Dr. Linda Sutton

Dr. Elaine Jeter

Region N (FCSO)
Dr. Michael Diaz*
Dorothy Green Phillips

Dr. Jose Davila
Dr. Juan L. Schaening

Dr. Mitchell Burken

Marci Cali (J5, J6, E, H, M)
David Richards (E, F, H, 1)
Mary Jo Richards (E, F, H, I)



ICD-10: What It Means for Hematologists-
Oncologists



SHORT BIO: ARTHUR N. LURVEY; MD, FACP, FACE

Arthur Lurvey is a board certified internist and endocrinologist, and has been a
Medicare Contractor Medical Director for 18 years---initially working for the
Medicare carriers: Transamerica Occidental Life Insurance Company, National
Heritage Insurance Company, National Government Services; Palmetto GBA and
most recently for Noridian Healthcare Solutions, the Medicare Contractor in
Jurisdiction JE. He was in clinical practice for 35 years.

Dr. Lurvey received his MD degree from the University of lllinois, and had his
post doctorate and fellowship training at Los Angeles County-USC Medical
Center. He is a Fellow of the American College of Physicians and the American
College of Endocrinology.

He is a delegate to both the California Medical Association and American
Medical Association, has been a past Hospital Chief of Staff and served on
several committees of the Hospital Council of Southern California. He also is on
the Board of the California Region of the American College of Physicians and on
several committees of the American Association of Clinical Endocrinologists.
Other medical activities include service as a CMA surveyor for both the Joint
Commission hospital survey program and the CME accreditation program in
California.
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Hematologists-Oncologists
July 10, 2015

ICD-10-C
« What Is It:

— International Statistical Classification of Diseases
and Related Health Problems, 10th revision, Clinical
Modification (ICD-10-CM)

— Across Most Countries with some local modification
(Canada ICD-10 CA; Germany ICD-10-GM)

— Published / run by the World Health Organization

* The term “clinical” is used to emphasize the
modification’s intent: to serve as a useful tool in
the area of classification of morbidity data for
indexing of health records, medical care review,
and ambulatory and other health care programs,
as well as for basic health statistics.

» To describe the clinical picture of the patient the
codes must be more precise than those needed
only for statistical groupings and trend analysis.

7/7/2015
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Healtheare Solutions

Characteristics of ICD-10-CM

 |ICD-10-CM far exceeds its predecessors
in the number of concepts and codes
provided. The disease classification has
been expanded to include health-related
conditions and to provide greater
specificity at the sixth and seventh
character level.

 The sixth and seventh characters are
not optional and are intended for use in
recording the information documented
in the clinical record.

7/7/2015

ICD-9 Versus ICD-10

Comparisons
ICD-9 3 ICD-10
3-5 characters in length 3-7 characters in length
Approximately 13,000 codes Approximately 68,000 available codes
First digit may be alpha (E or V) or numeric; Digit 1 is alpha; digits 2 and 3 are numeric;
digits 2-5 are numeric digits 4-7 are alpha or numeric
Limited space for adding new codes Flexible for adding new codes
Lacks detail Very specific
Lacks laterality Has laterality (i.e., codes identifying right vs.
left)
Structure

ICD-10 Code Structure:

Characters 1-3 — Category

Characters 4-6 — Etiology, anatomic site, severity, or other clinical detail
Characters 7 — Extension|
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CMS Reasons for ICD-10 ™

» Greater specificity of diagnosis-related groups

* Improve quality measurement and reporting capabilities

* improve tracking of illnesses

» Reflects greater accuracy of payment for medical services

* Improved data capture & analytics of public health
surveillance

* Provide detailed data for healthcare delivery and
healthcare policy decisions

» Reflects advances in medicine and medical technology

* Improvement in coding primary care encounters, external
causes of injury, mental disorders, and preventive health.

» Reflects improved diagnosis of chronic illness and

identifies underlying causes, complications of disease, and
conditions that contribute to the complexity of a disease

7/7/2015 5
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ICD-10-CM Tabular List of Diseases & Injuries

Table of Contents

; 10 Joo-Jool@ Diseases of the respiratory system (J00-J99)

11 koo-k95[8 Diseases of the digestive system (K00-K95)

12 Loo.Loo@ Diseases of the skin and subcutaneous tissue (L00-L99)

13 moo-moo@ Di of the musculc tal system and connective tissue (M0O0-M99)

14 N0o-N99E Diseases of the genitourinary system (NO0O-N99)

15 000-09A8 Pregnancy, childbirth and the puerperium (C00-09A)

16 ppo-poe[@ Certain conditions originating in the perinatal period (P00-P36)

17 Q00-qoof@ Congenital malformations, defermations and chromosomal abnormalities (Q00-Q99)

18 R00-R99[@ Symptoms, signs and abnormal clinical and laboratory findings, not elsewhere classified (R00-R39)

19 s00-T188l@ Injury, poisoning and certain other consequences of external causes (S00-T388)

20 v0o-Y9old External causes of morbidity (V00-Y99)

21 z00-zoo® Factors influencing health status and contact with health services (Z00-299) I
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Neoplasms--C00-D49

* Notes: Functional activity

* All neoplasms are classified in this chapter, whether they are
functionally active or not. An additional code from Chapter 4 may be
used, to identify functional activity associated with any neoplasm.

* Morphology [Histology]

» Chapter 2 classifies neoplasms primarily by site (topography), with
broad groupings for behavior, malignant, in situ, benign, etc. The
Table of Neoplasms should be used to identify the correct
topography code. In a few cases, such as for malignant melanoma
and certain neuroendocrine tumors, the morphology (histologic type)
is included in the category and codes.

* Primary malignant neoplasms overlapping site boundaries

+ A primary malignant neoplasm that overlaps two or more contiguous
(next to each other) sites should be classified to the
subcategory/code .8 (‘overlapping lesion'), unless the combination is
specifically indexed elsewhere. For multiple neoplasms of the same
site that are not contiguous, such as tumors in different quadrants of
the same breast, codes for each site should be assigned.

* Malignant neoplasm of ectopic tissue

* Malignant neoplasms of ectopic tissue are to be coded to the site
mentioned, e.g., ectopic pancreatic malignant neoplasms are coded
to pancreas, unspeC|f|ed (C25.9).

7/7/2015 7

Neoplasms--C00-D49

man madlEA  Malnncns asnclacms af hans and saisdes assilaas

c7Al@ Malignant neuroendocrine tumors

c7e[@ Secondary neuroendocrine tumors

c76-ceol@ Maignant neoplasms of ll-defined, other secondary and unspecified sites

C81-C9e[0 Malgnant neoplasms of lymphoid, hematopoietic and related tissue

D00-D0S In situ neoplasms

D10-D36[8 Benign neoplasms, except benign neuroendocrine tumors

D3A[8 Benign neurcendocrine tumors

D37-D4e3 Neoplasms of uncertain behavior, polycythemia vera and myelodysplastic syndromes

Neoplasms of unspecified behavior

7/7/2015
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Malignant neoplasms of lip, orat—=

cavity and pharynx (C00-C14)

—

cosf® Malignant neoplasm of other and unspecified major salivary glands

cosl@® Malignant neoplasm of tonsd

c10f®] Malignant neoplasm of oropharynx

c11[@ Malignant neoplasm of nasopharynx

C12A8] Malignant neoplasm of pyriform sinus

c430] Malignant neoplasm of hypopharynx

c14[@ Malignant neoplasm of other and ill-defined sites in the lip, oral cavity and pharynx

7/7/2015 9

poiidian

COO0O Malignant neoplasm of tip~

C00.0 Makgnant neoplasm of external upper lip sore mro B

C00.1 Malignant neoplasm of external lower lip mors wro B

C00.2 Malignant neoplasm of external lip. unspecified wore mro Bl

C00.3 Malignant neoplasm of upper lip, inner aspect mors wro i

C00.4 Malignant neoplasm of lower lip, inner aspect more mro L]

C00.5 Malignant neoplasm of lip, unspecified, inner aspect mores wro B

C00.6 Malignant neoplasm of commissure of lip, unspecified

C00.8 Malignant neoplasm of overlapping sites of lip

C00.9 Malignant neoplasm of lip, unspecified

7/7/2015 10
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And The Coding Goes On

e Code Structure

— Digits 1-3: Letter plus 2 numbers: Category

— Digits 4-6: Letter or number: Define
etiology, anatomic site, severity, or other
clinical detail

— Digit 7: Extension

* Letter X usually means space for further
expansion of some aspect of code

* All that information is a blessing? curse?
For coding but must be present on
October 1, 2015 and after. ICD-9 CM used
through date of service September 30

7/7/2015 11

CodeManager” Online: Elite

OVERVIEW | CPT | APC | IC HEHTPCS | DRG/MDC | MEDICARE | cCl | LCD Sign Out
AMA%
AmenicAN MEDICAL Ly

[Z)Go to code: number Define Term [2) Date of Service: 06/12/2015 change
" Search for: number or text in | All Contents [~ (R g_"f“ (CM SUBSCRIPTIONS ¥ ) (TOOLS & ALERTS ¥)

4 IcD-10 Welcome, a lurvey

International Classification of Disease, 10th edition

NEW! Access to the ICD-10 data is available from the ICD-10 tab. Clicking the ICD-10 tab in CodeManager® launches the ICD-10

data in a nevs brovsser tab or windovr. If you have a pop-up blocker turned on, please viev the Pop-up Instructions to turn
them off.

The ICD-data includes:

s ICD-10-CM

s ICD-10-PCS

. ‘W 517

¢ ICD-10 GEMs and Reimbursem@
\

To learn more about the ICD-10 data components, navigation and functionality, please view or print the Help Instructions.

We are also offering a 20-minute quick-start tutorial to valk you through the nev/ ICD-10 content and ansv/er any questions you

may have. Just click one of the links in the ICD-10 Tutorial to register for the vzebinar on the day you would like to attend. All
vebinars start at 2:00 p.m. Central Time.
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Healtheare Solutions

GEMS Lookup Tool and More Info

(2 Go to 1C0-10 code: Search ICD-10 for:
iotn %] number number or text o[ [ N Adanced search

Welcome, a lurvey Customize Yo
&= SEARCH = RECENTDOCUMENTS
New Search SEARCH = E09 Drug or chemical induced diabetes mellitus

» Diabetes, diabetic

Documents (] Search Scope: |ICD-10 El » D - ICD-10-CM Index to Diseases and Injuries
Advanced Search »

My Content

Tools & Resources

Help

= PCS GO TO CODE = GEMS LOOKUP
Section: Select a code set
Choose an option... [+] @icpe Oico1ocM  ©1C0-10-PCS
Please make a selection above. E ‘m
Please make a selection above. E |“4‘$
777291 ~

S " nciidian
Help From AMA CPT
* GEMS lookup comparing ICD-9-CM to ICD-10-
CM (CPT and CMS website)
Top 10 Documents
Name Count
ICD-10-CM Neoplasms Table &7
ICD-10-PC$S Body Part Key 2
402 Other saimonelia Infections 19
ICD-10-PC$ Devics Key 18
ICD-10-CM Tabular List of Diseases and Injuries 2
A - ICD-10-CM Index to Diseasss and Injuries 2
H40 Glaucoma "
E10 Type 1 diabetes meliitus 8
ICD-10-PC S Device Aggregation Table 7
Conventions 7
7/7/2015 14
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Healtheare Solutions

Small Practice PhyS|C|ans

Small practice physicians “Road to 10” no-
cost tool: Obtain overview of ICD-10
Explore Specialty References by selecting
your specialty

Click “BUILD YOUR ACTION PLAN” to
create your personal plan

Webcasts, Events, FAQs, Quick References
& Template Library

Specialty References: Select profile to
explore common codes, clinical
documentation/scenarios and additional
specialty resources

Family Practice, Pediatrics, OB/GYN,
- http:/mwww. roadto10. org/ a

ICD 10 CM Conventions & General Coding Guidelines !an
S ons
view the Conventions and General Coding Guidelines for
! g ICD-10-CM and wiill share trends identfied

-‘"-.-'.*.-"'_:"_"i."; ;:c;mt«o: Many Programs
s M@ Free on You Tube

Coding for ICD-10-CM: More of the Basics 12/02/14

ICD |D Le

ICD-10 Coding Basics 01/14/14
CMSHHSgov

mfdlcm‘f \\

7/7/2015



HOW IT AFFECTS HEMATOLOGISTS
AND ONCOLOGISTS

* Increases specificity of cancer
diagnoses and locations
— ICD-9 may have several varieties in 1 code
— ICD-10 codes for each variant or diagnoses

* Increases amount and specificity of
treatment effects and causations

« Has many more codes that you will need

 Does have crosswalks from former ICD-9
codes you currently use

7/7/2015

BUT CMS PROMISES LENIENCY
FOR FIRST YEAR

* Announcement by AMA sent Monday,
July 6, 2015...

* “In response to our extensive
communication of physicians’ concerns,
the Centers for Medicare and Medicaid
Services (CMS) announced today that it
Is making several critical changes to the
transition period so that physicians can
continue to provide high-quality patient
care without risking their livelihood”

7/7/2015
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CMS PROPOSALS o

Claim denials: For the first year ICD-10 is in place, Medicare
claims will not be denied solely based on the specificity of
the diagnosis codes as long as they are from the appropriate
family of ICD-10 codes.

— Medicare will not deny payment for these unintentional errors as
practices become accustomed to ICD-10 coding. and Medicare
claims will not be audited based on the specificity of the
diagnosis codes as long as they are from the appropriate family
of codes. Both Medicare Administrative Contractors and
Recovery Audit Contractors will be required to follow this policy.

Quality-reporting penalties: Similar to claim denials, CMS will
not subject physicians to penalties for the POQRS, the value-
based payment modifier or meaningful use based on the
specificity of diagnosis codes as long as they use a code
from the correct ICD-10 family of codes.

— In addition, penalties will not be applied if CMS experiences
difficulties calculating quality scores for these programs as a

result of ICD-10 implementation.

7/7/2015
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Healtheare Solutions

CMS PROPOSALS

Payment disruptions. If Medicare contractors are
unable to process claims as a result of problems
with ICD-10, CMS will authorize advance payments
to physicians.

— Have not established mechanism as yet for advanced pay
Navigating transition problems. CMS will establish
a communication center to monitor issues and
resolve them as quickly as possible. This will
include an “ICD-10 ombudsman” devoted to triaging
physician issues.

Contractors have not as yet heard the details of
CMS actions...but will let physicians know as soon
as they are told.

7/7/2015

7/7/2015
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Healtheare Solutions

ICD-10: WHAT YOU NEED TO DO

* Prepare for October 1, 2015
— Understand differences in codes (ICD-9 & ICD-10)
— Learn most common codes for your office / specialty
— Help from AMA, specialty societies, CMS available

* Testing your system-make sure it works
— Check with vendors and clearinghouses
— ICD-10 Acknowledgement Testing with trading
partners during separate testing weeks, and to collect
data about the testing

¢ June 1-5 and other days to be announced (Front end)
* Noridian and other MACs will publish information (end to end)

e Switch to ICD-10 October 1, 2015

— LCDs and NCDs will have coding in ICD-10

— Watch notices in Noridian website / CMS website
— Separate claims before and after 10/01/15

7/7/2015

T

Healtheare Solutions

HELP IS AVAILABLE
« No-cost tool that * Resources:

will help you: — ICD-10 Overview
— Get an overview of — Physician
ICD-10 Perspectives
_ Explore SpGClaIty — Webcasts: CMS &
References contractors
— Create your personal — FAQsS
action plan — Quick References
— Template Library
— Events

CMS ICD-10 Webpage:
http://www.cms.gov/Medicare/coding/ICD10/

L —

7/7/2015
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CMS Resources

+ Check out the updated CMS ICD-10 Resources Flyer

+ Access three new Medscape Education resources that provide guidance around the transition to ICD-10.
Continuing medical education (CME) and nursing continuing education (CE) credits are available to health care
professionals who complete the learning modules. Anyone can earn a certificate of completion. If you are a first-
time visitor to Medscape, you will need to create a free account to access these resources

= Video: ICD-10: Getting From Here to There — Navigating the Road Ahead

« Video: ICD-10 and Clinical Documentation

= Expert Column:_Preparing for ICD-10: Now |s the Time
- View the |CD-10 Introduction fact sheet

= Find official resources designed to help providers, payers, vendors, and non-covered entities with the transition to
ICD-10.

Stay up to date on ICD-10!

Sign up for CMS ICD-10 Industry Email Updates and follow us on Twitter

Logos

This official CMS ICD-10 logo (displayed on the top of this page) signifies that these materials were developed by CMS,
and are intended for general industry use.

CMS materials intended solely for providers in the Medicare Fee-for-Service program feature the Medicare Leaming
Network logo.

http://www.cms.gov/Medicare/coding/ICD10/index.html

Learning
Network -

nsiidian

REAL ICD-10 CODES
« W56.21xD: Bitten by orca, subsequent encounter

* Z62.891: Sibling rivalry

* V97.33XD: Sucked into jet engine, subsequent
encounter

* W61.92: Struck by other birds

* Z63.1: Problems in relationship with in-laws

« W45.8XXA: Other foreign body or object entering
through skin, initial encounter

*« V52.2XXA: Person on outside of pick-up truck or
van injured in collision with two- or three-wheeled
motor vehicle in nontraffic accident, initial
encounter

* X92.0: Assault by drowning and submersion while
in bathtub

* WO0O.1: Fall from stairs and steps due to ice & snow

7/7/2015 24
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Testing For ICD-10 |

— Front-end (acknowledgement testing)
Pass EDI front-end edits
 Determine if codes used are valid

— End-to-End
« End-to-end testing takes testing a step further,
processing claims through all Medicare system edits to
produce and return an accurate Electronic Remittance
Advice (ERA)
— Testers should be verifying payment or denial
— Some are looking at payment amounts, especially on Part A

— Early Front End Testing Results Mixed
e March 3-7, 2014: 127,000 claims and 2,600 participants
* Nov. 17-21 2014: 13,700 claims and more than 500
participants
* March 2-6, 2015: 9,000 claims and 775 submitters

» Acceptance rate nationally of 91.8%, a higher
acceptance rate than the previous two testing weeks

* Excluded from these statistics are 8.2% of claims that
were rejected because testers used future dates which
are not accepted during acknowledgement testing

| ' —niidian

LCD/NCD CHANGES |

« LCD changes for ICD-10 codes have been
available on contractor websites or the CMS

coverage database since 4/10/14 (CR8348)

* NCD changes are completed and controlled
by CMS and are listed on their website.

 Physicians have lots of time to review and

comment on any “missing” ICD-10 diagnoses.

— CMS asked for comments on some Part B
policies from Industry and received very few
comments.

— Suggested changes by physicians will be
reviewed by all contractors

— Existing Policies will not go to CACs as there will
be no changes to coverage---just coding

7/7/2015
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Healtheare Solutions

IN MY OPINION
 ICD-10 Will Come October 1, 2015
— Delay very unlikely but ???
 Most of us will be mostly prepared
— Our computer systems
— Our office staffs
Except for some surly surgeons

« There will be some CMS leniency in
terms of transition time
—We will see how that plays out...

« We will be here, our patients will be
here and ICD-10-CM will be here...

7/7/2015 27
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ASCO ICD-10 Resources

http://www.asco.org/practice-research/icd-10

= |ntroduction to ICD-10

=  Anatomy of an ICD-10 Code

= Finding an ICD-10 Code

=  General Equivalence Mappings

= Taking Control of the Transition to ICD-10

= Selecting the Appropriate ICD-10 Training Program

Centers for Medicare and Medicaid Services (CMS) ICD-10 Resources
Provider Resources

http://www.cms.gov/Medicare/Coding/ICD10/ProviderResources.html

The ICD-10 transition will affect every part of your practice, from software upgrades, to patient
registration and referrals, to clinical documentation and billing. With the compliance date quickly
approaching, now is the time to get ready. Resources include:

= Medscape Education Resources

= Understanding the Basics

=  Communicating about ICD-10

= Educational ICD-10 Videos

= Conferences, Meetings, and Webinars

2016 ICD-10 CM and GEMS

http://www.cms.gov/Medicare/Coding/ICD10/2016-ICD-10-CM-and-GEMs.html

The 2016 ICD-10-CM files below contain information on the new diagnosis coding system, ICD-10-CM,
that is a replacement for ICD-9-CM, Volumes 1 and 2.

2016 ICD-10 PCS and GEMS

http://www.cms.gov/Medicare/Coding/ICD10/2016-ICD-10-PCS-and-GEMs.html

The 2016 ICD-10 Procedure Coding System (ICD-10-PCS) files contain information on the new procedure
coding system, ICD-10-PCS, that is a replacement for ICD-9-CM, Volume 3.

CMS Sponsored ICD-10 Teleconferences

http://www.cms.gov/Medicare/Coding/ICD10/CMS-Sponsored-ICD-10-Teleconferences.htm

MLN Connects National Provider Calls and videos help prepare the provider community for the U.S.
health care industry's change from the ICD-9 to ICD-10 medical coding system.


http://www.asco.org/practice-research/icd-10
http://www.cms.gov/Medicare/Coding/ICD10/ProviderResources.html
http://www.cms.gov/Medicare/Coding/ICD10/2016-ICD-10-CM-and-GEMs.html
http://www.cms.gov/Medicare/Coding/ICD10/2016-ICD-10-PCS-and-GEMs.html
http://www.cms.gov/Medicare/Coding/ICD10/CMS-Sponsored-ICD-10-Teleconferences.htm
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Short bio 2015

* * * * * * * *

Dick Whitten is a Medical Director for Medicare and remains a
practicing general internist with the University of Washington at
Harborview Medical Center after a prior eighteen years in critical
care. He was Medical Director for 12 years for Washington®s Health
Care Authority and its Basic Health Plan, becoming a Contractor Medical
Director for Medicare in 2000 and Vice President for Medical Policy in
2013. He was on the American Medical Association®"s Relative Value
System (RVS) Update Committee (““RUC”) for 12 years, its Vice Chair as
well as Chair of the Health Care Professionals Advisory Committee for
six and on the CPT Assistant Editorial Panel from 2007-2010.

Dick graduated from Yale with a degree in economics, worked in Chicago,
then went to Harvard Business School receiving an MBA with Distinction.
His Internship and Residency were in Internal Medicine, then two years
as a Robert Wood Johnson Clinical Scholar, all at the University of
Washington, where he remains an Associate Clinical Professor.



Infusions, DMEPOS, Oral Meds

€© ASCY

Richard W. Whitten, MD, FACP

Contractor Medical Director - Medicare
dick.whitten@noridian.com
206-979-5007

Disclosure of Financial
Relationships

Richard W. Whitten, MD

Has no relationships with any entity
producing, marketing, re-selling, or
distributing health care goods or
services consumed by, or used on,
patients.
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“Medicare is a law,
...enacted by Congress in 1965,
...that Congress has tried to “fix’
some seven hundred times since.”

Tom Grissom, Deputy CMS Administrator ~ 2002

ASH/ASCO - July 2015 3

Sources of Information

* “The Statute” (Congress)
Social Security Act: Title XVIII Section
« Section 1861: Benefits, e.g., hospital services
« Section 1862: Exclusions, e.g., dental services
¢ CMS (Cabinet Sub-department) www.cms.hhs.gov
« National Coverage Determinations (NCDs)
« Manuals/Websites
« Individual Medicare Administrative Contractors (MAC)
« Local Coverage Determinations (LCDs, Atrticles)
« Websites

ASH/ASCO _- July 2015

Issues Today

* “Chemotherapy” and regular infusion codes

* “DME” = Durable Medical Equipment,
Prosthetics, Orthotics & Supplies

* “QOral drugs related to chemotherapy”

ASH/ASCO - July 2015 5

“Infusions”

» Standard Infusion & Injection Codes
vs.
e “Chemotherapy Administration” Codes

ASH/ASCO - July 2015




* 96365 Intravenous infusion, for therapy, prophylaxis, or diagnosis (specify
substance or drug); initial, up to 1 hour

* 96366 Intravenous infusion, for therapy, prophylaxis, or diagnosis (specify
substance or drug); each additional hour (List separately in addition to code for
primary procedure)

* 96367 Intravenous infusion, for therapy, prophylaxis, or diagnosis (specify
substance or drug); additional sequential infusion of a new drug/substance, up to
1 hour (List separately in addition to code for primary procedure)

* 96372 Therapeutic, prophylactic, or diagnostic injection (specify substance or
drug); subcutaneous or intramuscular

* 96374 Therapeutic, prophylactic, or diagnostic injection (specify substance or
drug); intravenous push, single or initial substance/drug

* 96375 Therapeutic, prophylactic, or diagnostic injection (specify substance or
drug); each additional sequential intravenous push of a new substance/drug (List
separately in addition to code for primary procedure)

* 96401 Chemotherapy administration, subcutaneous or intramuscular; non-
hormonal anti-neoplastic

* 96409 Chemotherapy administration; intravenous, push technique, single or
initial substance/drug

* 96411 Chemotherapy administration; intravenous, push technique, each
additional substance/drug (List separately in addition to code for primary
procedure)

* 96413 Chemotherapy administration, intravenous infusion technique; up to 1
hour, single or initial substance/drug

* 96415 Chemotherapy administration, intravenous infusion technique; each
additional hour (List separately in addition to code for primary procedure)

* 96417 Chemotherapy administration, intravenous infusion technique; each
additional sequential infusion (different substance/drug), up to 1 hour (List
separately in addition to code for primary procedure)

ASH/ASCO - July 2015 7 ASH/ASCO - July 2015 8
CHEMOTHERAPY ADMINISTRATION (directly from CPT):
Chemotherapy administration codes 96401-96549 apply to parenteral administration of non- Varl an C e

radionuclide anti-neoplastic drugs; and also to anti-neoplastic agents provided for treatment
of noncancer diagnoses (eg, cyclophosphamide for auto-immune conditions) or to
substances such as certain monoclonal antibody agents, and other biologic response
modifiers. The highly complex infusion of chemotherapy or other drug or biologic agents
requires physician work and/or clinical staff monitoring well beyond that of therapeutic drug

agents (96360-96379) because the incidence of severe adverse patient reactions are typically
greater. These services can be provided by any physician. Chemotherapy services are
typically highly complex and require direct physician supervision for any or all purposes of
patient assessment, provision of consent, safety oversight, and intraservice supervision of
staff. Typically, such chemotherapy services require advanced practice training and
competency for staff who provide these services; special considerations for preparation,
dosage, or disposal; and commonly, these services entail significant patient risk and frequent
monitoring. Examples are frequent changes in the infusion rate, prolonged presence of the
nurse administering the solution for patient monitoring and infusion adjustments, and
frequent conferring with the physician about these issues. When performed to facilitate the
infusion of injection, preparation of chemotherapy agent(s), highly complex agent(s), or
other highly complex drugs is included and is not reported separately. To report infusions
that do not require this level of complexity, see 96360-96379.

ASH/ASCO - July 2015 9

* 96365 Intravenous infusion, for therapy, prophylaxis, or diagnosis (specify
substance or drug); initial, up to 1 hour

* 96413 Chemotherapy administration, intravenous infusion technique; up to 1
hour, single or initial substance/drug

cpr RVW RVPE RVPL RV Total
96365 021 198 0.03 222
| 96413 | 028 | 388 | 005 | 421 |

« Clinical Staff minutes: 96365 — 50 minutes 96413 - 98 minutes

* 96413 includes 20 minutes under a biohazard hood

ASH/ASCO _- July 2015 10

Issues for CPT/RUC

* Not the general economics of practice or of
running an infusion service

but rather

* Do the services being provided meet the CPT
specifications distinguishing chemotherapy
administration from regular injections &

CMS Comments — Jan. 2014
Steve Phurrough, MD:

e “CMS Central Office does not maintain lists of non-
ChemoRx drugs that can use the ChemoAdmin
codes. CMS CO allows contractors to determine
which drugs for which they will provide payment
using ChemoAdmin codes. In general, contractors
attempt to follow criteria in the CPT Manual. CMS
CO currently limits its involvement to assuring that

infusions .
appropriate processes are followed by the
contractors in making those determinations...
ASH/ASCO - July 2015 11 ASH/ASCO - July 2015 12




Steve Phurrough, MD - cont’d

“...Entities that believe that a contractor did not
follow an appropriate process for a particular
drug or who believe that the proper process
results in an obviously incorrect conclusion may
address that with CMS CO. Entities that wish to
change the criteria should initially address that
with the CPT Editorial Panel.”

ASH/ASCO - July 2015 13

Chemo Admin — Who want’s
this changed
AMERICAN MEDICAL ASSOCIATION HOUSE OF DELEGATES

Resolution: 218
(1-14)

Introduced by: American College of Rheumatology

American Academy of Allergy, Asthma and Immunology
American Gastroenterological Association

Subject: Parity of Payment for Administration of Medications Within the Same

Category of Drug

ASH/ASCO - July 2015 14

Chemo Admin — Who want’s
this changed,

AMA House of Delegates: R-218:
“... that CMS issue guidance requiring parity of
payment for administration of medications within
the same category of drug”
(Emphasis mine; note that this implies the concern
is a “category of drug” like “biologic”, “monoclonal”
or “anti-infective”)

ASH/ASCO - July 2015 15

Chemo Admin — Who want’s
this changeds,

* American College of Rheumatology’s Delegate
statement at AMA HOD:
“...concern is discrimination by one or more MACs,
paying for the same drug differently based on the

provider's specialty ...or the diagnosis being
treated.” (T

ASH/ASCO _- July 2015 16

Feb. 2015 e-mail to CMDs

Sent: February XX, 2015
Subject: American College of Rheumatology Call Request

Good afternoon Dr.

P’m writing to follow up on the attached letter sent by the ACR in November. ACR leadership would like the
opportunity to speak with you regarding access to biologics for Medicare patients in your region. Is there a
convenient time in the next few weeks when we could schedule a conference call?

Thank you very much for your time.

Meredith Freed Strozier

Director, Practice Advocacy
American College of Rheumatology
2200 Lake Boulevard NE

Atlanta, GA 30319

(404)633-3777
mstrozier@rheumatology.org

ASH/ASCO - July 2015 17

Issue: Rx that would qualify as
ChemoRx, but conditions don’t

* To be “incident to” must have both the drug
and an administration code

* If drug qualifies as a ChemoRx and all
conditions are met (including direct
supervision), then bill ChemoRx admin code

* If all conditions not met, but the drug still
R&N, bill routine infusion/injection code
(which only requires general supervision)

ASH/ASCO - July 2015 18




“DME”

* Durable Medical Equipment, Prosthetics,
Orthotics & Supplies

ASH/ASCO - July 2015 19

Benefit Category

* FFS is a defined benefit program
* No benefit = no coverage

* Range from general to specific

* Physician Services (broad & general)
« Include supplies and services “incident to”

¢ IVIG — drug only, specific dx, etc. I
‘E

ASH/ASCO - July 2015 20

Medicare DMEPOS

LCD ID Policy
Number and Article and
Effective  Effective

dral Anticancer Drugs L11574 A25372

Effective Effective
11/1/13 3/1/14

s L11575 A25373 18501, 18540, J8650, QU161, Q162, Q0163, QO164,
Q0166, QO167, Q0169, Q0173, QU174, Q0175, QO177,

Effective Effective  QO0180, QO181, Q0511, Q0512

10/31/14 10/31/14

LCDs with ICD-10 translations may be found on the Future LCD webpage

ASH/ASCO - July 2015 21

DMEPQOS: Drugs used with an
external infusion pump

Infusion drug - four possible scenarios:

1. Billing for an infusion drug alone (no pump
being used). There is no statutory infusion
drug benefit to allow coverage. All infusion
drugs and any associated supplies will be
denied as statutorily noncovered.

ASH/ASCO - July 2015 22

DMEPOS: Drugs used with an
external infusion pump ,

2. Billing for a pump with an infusion drug not
listed in the LCD. The pump is eligible for
coverage under the DME benefit, but because
the drug is not listed in the LCD, all items (the
pump, drug, and any associated supplies) will
be denied as not reasonable and necessary.

ASH/ASCO - July 2015 23

DMEPOS: Drugs used with an
external infusion pump 4

3. Billing for a pump with a drug listed in the
LCD but the R&N criteria for the drug are not
met. The pump, drug, and any associated
supplies will be denied as not reasonable and
necessary.

ASH/ASCO - July 2015 24




DMEPOS: Drugs used with an
external infusion pump ,

4. Billing for a pump with a drug listed in the
LCD where the R&N criteria for the drug are
met. The pump, drug and any associated
supplies are payable if other conditions of
coverage are met.

ASH/ASCO - July 2015 25

DMEPOS: Immune Globulins

* Subcutaneous immune globulin
« Coverage is under the DME benefit (of the pump)
* See DMEPOS External Infusion Pump LCD & PA

* Intravenous immune globulin (IVIG)
¢ Has it's own benefit under Medicare
* See the DMEPOS IVIG LCD & PA

ASH/ASCO - July 2015 26

Drugs Provided "Incident To" a
Physician Service (ie not DMEPOS)

* Pharmacy dispenses drug administered through
implanted DME

» Generally incident to a physician's service to fill the
pump with the drug

» & “rarely even when not directly filled by a
physician’s service”
* Claim is submitted to the A/B MAC (“carrier”)
for coverage determined reasonable & necessary

ASH/ASCO - July 2015 27

Drugs Provided "Incident To" a
Physician Service ,

MLN Matters® Number: MM7397 Revised
* Related Change Request (CR) #: 7397

* Related CR Release Date: July 1, 2011
Related CR Transmittal #: R2251CP
Effective Date: August 15,2011

* Implementation Date: August 15, 2011
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Prescription Drug Coverage

* Over and above that offered by Medicare A, B
and/or C

https://www.cms.gov/Medicare/Prescription-Drug-
Coverage/PrescriptionDrugCovGenln/index.html

ASH/ASCO - July 2015 29

Prescription Drug Coverage,

» “Entities that provide prescription drug
coverage to Medicare Part D eligible
individuals must notify these individuals
whether the drug coverage they have is
creditable or non-creditable.”

ASH/ASCO - July 2015 30




Office of Inspector General
Reporting

* Phone: 1-800-HHS-TIPS (1-800-447-8477)
* Fax: 1-800-223-2164
(no more than 10 pages please)
* E-Mail: HHSTips@oig.hhs.gov
* Mail: Office of the Inspector General
HHS TIPS Hotline
P.O. Box 23489
Washington, DC 20026
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Thank you. Comments/questions welcome:

Please remember to 15t check
www.noridianmedicare.com &

Provider Call Center: 877-908-8431

Dick Whitten, MD, FACP
(206) 979-5007
dick.whitten@noridian.com
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Issues in Coverage and Payment for
Biosimilars



John Warren
Senior Director
McDermott+ Consulting

John Warren is a highly experienced Medicare Veteran with wide ranging experience in traditional
Medicare fee-for-service, Medicare program integrity, and Medicare contracting issues. With over 22
years of experience inside the Centers for Medicare and Medicaid Services (CMS), John brings a unique
perspective to clients of all types and sizes. As the former CMS director of the Divisions responsible for
payment policy and program integrity, John is uniquely qualified to speak on matters related to

Medicare payment for clinical laboratory services, Part B prescription drugs, and the Medicare Physician
fee schedule.
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McDermottPlus Consulting is a wholly owned subsidiary of
McDermott, Will & Emery LLP. McDermottPlus provides
consultative advice to clients in the Diagnostics and Life
Sciences industries as well as to Hospitals and Providers.
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-+ The New Authorities

+ Created as a part of the Affordable Care Act in 2010

+ Established “abbreviated licensure pathway” for
products that are biosimilar to or interchangeable with
a previously approved biological

+ Similar to the pathway created under Hatch-Waxman
Act for abbreviated approval of generic drugs.

McDermott | 5

-+ What BPCIA Permits

+ Approval of highly similar biologic products can be
granted based on certain existing data already
verified and addressing the purity, safety, and potency
of the reference product

+ Licensure of biosimilar product can now be based on
less that the full complement of product-specific data.
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-+ Biosimilarity

+ A product is biosimilar to an already licensed biologic
product when:

— The biological product is highly similar to the reference
product notwithstanding minor differences in clinically inactive
components;

and

— There are no clinically meaningful differences between the
biological product and the reference product in terms of the
safety, purity, and potency of the product.

McDermott| == 7

-+ Interchangeability

+ A product is interchangeable with an already licensed
biologic product when:

— the biological product is biosimilar to the reference product;

— it can be expected to produce the same clinical result as the
reference product in any given patient; and

— for a product administered more than once, the safety and
reduced efficacy risks of alternating or switching are not
greater than with repeated use of the reference product
without alternating or switching.

McDermott| =5 8
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Regulatory
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-+ FDA Guidance's

+ April 2015, FDA published 3 guidance documents to
help manufacturers navigate the 351(k) approval
process

— Scientific Considerations in Demonstrating Biosimilarity to a
Reference Product

— Quality Considerations in Demonstrating Biosimilarity to a
Reference Protein Product

— Biosimilars: Questions and Answers Regarding
Implementation of the Biologics Price Competition and
Innovation Act of 2009

McDermott| =5 10
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-+ Scientific Considerations

+ Discusses

— The approach that sponsors should take when developing the
evidence needed to demonstrate biosimilarity to a reference
product

— FDA's “totality-of-the-evidence” approach for reviewing
biosimilar applications

— General scientific principles for sponsors to consider when
performing product analysis, studies and assessments

McDermott| == 1

-+ Quality Considerations

+ Includes factors to consider when showing that a
biosimilar is “highly similar” to a reference biologic
— Expression System
— Manufacturing Process
— Assessment of Physiochemical Properties
— Functional Activities
— Receptor Binding and Immunochemical Properties
— Impurities
— Reference Product and Reference Standards
— Finished Drug Product
— Stability

McDermott| =5 12




-+ Questions & Answers

+ Intended to be a “living document” addressing issues
which arise

— Biosimilarity & Interchangeability
— Process for submitting a BLA under 351(k)

— Exclusivity

McDermott| == 13

-+ Draft Guidance

+ FDA has issued four additional draft guidance
documents

— Formal Meetings between the FDA and Biosimilar Biological
Product Sponsors or Applicants (March 2013)

— Clinical Pharmacology Data to Support a Demonstration of
Biosimilarity to a Reference Product (May 2014)

— Biosimilarity Reference Product Exclusivity for Biological
Products Filed Under Section 351(a) of the Public Health
Service Act (August 2014)

— Biosimilars: Additional Questions and Answers Regarding

Implementation of the Biologics Price Competition and
Innovation Act of 2009 (May 2015)

McDermott | 14
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Key Issues -

Interchang
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-+ Interchangeability

+ Sandoz was first company is US to receive FDA
approval of a biosimilar

+ Zarxio™ (filgrastim-sndz) approved as biosimilar to
NEUPOGEN®
— Approved for same set of indications
— Approval based on information that demonstrates biosimilarity
to NEUPOGEN®
+ Zarxio™ was not approved by the FDA as an
interchangeable biosimilar,

— Remains unclear how FDA will review and ultimately approve
interchangeable biologics

McDermott| =5 16
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-+ Implications of Interchangeability

+ Interchangeability implicates prescribing and
dispensing decisions

+ FDA has not indicated how it will review an
application for an interchangeable biosimilar

+ As such, the FDA's scrutiny of an interchangeable
application will impact providers, pharmacists and
patients alike

McDermott | 17

-+ State Level Activity

+ State laws can vary on pharmacist’s ability to
automatically substitute biosimilar

+ State laws vary in addressing substitution
FDA determination of interchangeability
Doctor and patient notification

— “Brand Medically Necessary”

Records kept on file

Interchangeable products posted

McDermott| =5 18




-+ State Substitution Laws as of 2010
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-+ States with Biosimilar Laws - 2015
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Key Issue -
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-+ Why Labeling is Critical

+ Consistency

— “Organic” will have the same meaning on each package
where it appears

+ Safety

— Consumers can understand what ingredients were used in a
product

+ Consumer protection

— Prevent false or misleading statements that could impact
consumer knowledge

McDermott| =5 22

7/1/2015

11



-+ Medical Product & Drug Labeling

+ Should provide the information necessary for the
prescriber to make informed prescribing decisions

+ Biosimilar labeling guidance fails to include proposed
language addressing whether the product was
— Approved as a biosimilar
— Approved as interchangeable with the reference product

+ FDA did not require information used by FDA to grant
approval under 351(k)

McDermott| == 23

-+ Importance of Labeling

+ Prescribers will not have the information or data used
to approve the biosimilar and reference product

+ Prescribers may not recognize different
immunogenicity of biosimilar and reference biologic
products

+ Inadequate labeling could lead to misbranding and/or
inadequate ability to differentiate between products
and approved indications of each product

McDermott | 24
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-+ Role of Extrapolation

+ A reduced number of clinical and nonclinical

comparative studies may be used to approve a

biosimilar

+ Sponsor can use data from one indication to support
approval for use in other indications for which the

reference product has been approved

McDermott |
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Key Issue -

Nomenclat
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—+ Product Naming is Critical

+ Help to identify differences and similarities between
products

+ Can help in prescribing decisions and reporting of
adverse events

+ Can also help in product marketing and consumer
recognition

McDermott| =5 28
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-+ Naming as a Prescribing Tool

+ Studies have shown that 10% or more of prescribers
use the nonproprietary name of a drug or biologic
when making prescribing decision

+ Shared nonproprietary names increased prescriber
confidence in making interchangeability decisions
— 74.6% confident or very confident with shared nomenclature

— 37.3% confident or very confident with shared nomenclature
with suffix

— 25.3% confident or very confident when name is not shared

McDermott| == 29

-+ Naming as a Safety Tool

+ Differentiate the Biosimilar and the Reference Product
+ Prevent “sound-alike” mistakes

+ Allow for ability to track and trace biosimilar apart
from the reference product

+ Enable correct assignment and tracking of adverse
events.
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—+ Issues

+ Significant controversy and disagreement on both
sides of naming argument

+ FDA naming on Zarxio™ is a place-holder

— “The provision of a placeholder nonproprietary name for this
product should not be viewed as reflective of the agency’s
decision on a comprehensive naming policy for biosimilar and
other biological products.”

McDermott| == 31

Key ssue
Medicare
Reimbursement
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-+ Average Sales Price

+ Single Source Drugs (Brand without generic
alternatives) and biologics
— Average Sales Price of Branded Drug (or biologic) + 6%

+ Multiple Source Drugs (Brand and Generic Drugs)

— Weighted Average Sales Price of all Branded and Generic
Drugs + 6%

+ Biosimilars

— Average Sales Price of Biosimilar + 6% of Average Sales
Price of Reference Biologic

McDermott| == 33

-+ Payment Implications

+ Pricing of biosimilars will not result in same level of
price deflation as with generic drugs

— Medicare payment for reference biologic not impacted by
sales of biosimilar

+ CMS decision on pricing multiple biosimilars could
affect price competition

— If CMS keeps all pricing separate, biosimilars must compete
on price

McDermott | 34
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ASH/ASCO CAC Resources from CMS

e Medicare’s Program Integrity Manual, Chapter 13, which outlines the local coverage
determinations, the Carrier Advisory Committee (CAC), and contractor responsibilities
surrounding CACs

e General Information on CMS’ Contracting Reform

e Medicare Administrative Contractors (MAC) Regions and updates

e Map of Current Jurisdictions

¢ Map of Consolidated Regions (what CMS is moving toward)

e Information on MAC Implementation (last updated April 2015)

e Documents relating to the procurement and implementation of MACs

e Durable Medical Equipment MACs

e Medicare Coverage

e Medicare Coverage Center



http://www.hematology.org/
http://www.asco.org/
http://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/pim83c13.pdf
http://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/pim83c13.pdf
http://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/pim83c13.pdf
https://www.cms.gov/About-CMS/Contracting-With-CMS/ContractingGeneralInformation/
http://www.cms.gov/Medicare/Medicare-Contracting/Medicare-Administrative-Contractors/MACJurisdictions.html
http://www.cms.gov/Medicare/Medicare-Contracting/Medicare-Administrative-Contractors/A-B_MAC_Jurisdictions.html
http://www.cms.gov/Medicare/Medicare-Contracting/Medicare-Administrative-Contractors/Downloads/Consolidated-AB-Map-Vision.pdf
http://www.cms.gov/Medicare/Medicare-Contracting/Medicare-Administrative-Contractors/Downloads/MACs-by-State-April-2015.pdf
http://www.cms.gov/Medicare/Medicare-Contracting/Medicare-Administrative-Contractors/MACImplementationSchedule.html
http://www.cms.gov/Medicare/Medicare-Contracting/Medicare-Administrative-Contractors/DME-MAC-Jurisdictions.html
http://www.cms.gov/Medicare/Coverage/CoverageGenInfo/index.html
http://www.cms.gov/Center/Special-Topic/Medicare-Coverage-Center.html

ASCE

American Society of Clinical Oncology

ASCO Advocacy

ASCO in Action (AiA) —ASCO has dedicated a portion of its website to spotlight timely
information on research policy, clinical affairs, government relations, and quality of care issues
that affect oncology practice, cancer care, and cancer research. ASCO publishes AiA briefs and
alerts and these are all available at http://ascoaction.asco.org/

AiA Beat - The ASCO in Action Beat is a bi-weekly newsletter which shares timely information
on ASCO's policy priorities — be sure to subscribe on ASCO.org.

ASCO’s ACT Network — This network provides members different opportunities to become
engaged in advocacy. The ASCO ACT Network allows individuals to send a message using the
pre-drafted editable alerts, find phone numbers and mailing addresses for elected officials, see
how members of Congress voted on key issues, and draft a message (e-mail or letter) to a
member of Congress. http://www.asco.org/actnetwork

Advocacy Toolkit — The toolkit provides information about effectively communicating and
establishing a relationship with members of Congress. It includes details on how to effectively
organize a visit, schedule and participate in a meeting with a member of Congress, and how to
write a meaningful letter/e-mail that will get the member’s attention. (The toolkit is for members
only.) http://www.asco.org/advocacy/ascos-advocacy-toolkit

Practice-Related Iltems

Coding & Reimbursement Service - ASCO offers a service to answer oncology-related
coding, billing and reimbursement inquiries. The coding and reimbursement service is offered
electronically and can be accessed at www.asco.org/billingcoding. The service is available to
ASCO members and their office staff as a member benefit, and a valid ASCO member number
must be provided when using the online e-form. The service is also available to non-members
for a nominal fee per inquiry.

Oncology Practice Insider - The Oncology Practice Insider is a bi-weekly e-communication
specifically devoted to oncology practice management issues. The Insider provides updates on
Medicare initiatives, drug shortages, regulations affecting physician practices, legislative
activities, coverage information billing and coding, and more. The Insider launched in the spring
of 2009 and currently has over 800 subscribers. To subscribe to this free oncology management
e-communication e-mail practice@asco.org.

Journal of Oncology Practice - The Journal of Oncology Practice (JOP) provides oncologists
and other oncology professionals with information, news, research and tools to enhance
practice efficiency and promote quality in cancer care. The JOP includes original research,
feature articles, and columns on various issues pertinent to daily practice operations, all of
which are subject to peer review. For more information about JOP visit http://jop.ascopubs.org.
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Practical Tips for the Oncology Practice - ASCO published Practical Tips for the Oncology
Practice, 6th Edition in 2015. This book is one of ASCO's best resources for your practice with
useful content that answers the most commonly asked billing, coding, and reimbursement
guestions related to oncology services. The book is directed at both physicians and their office
staff. Its practical content can be applied in day-to-day operations and features discussions on
common coverage and reimbursement issues.

The 6th edition of Practical Tips will be the first edition published in electronic format only.
Updates from the 5th edition include information on ICD-10, Medicare quality reporting
programs, and safety guidelines. The new electronic format of Practical Tips allows for
enhanced search capabilities direct access of information listed in the publication’s appendices.

As an eBook, users can access Practical Tips from a Kindle or other readers and mobile
devices, such as an iPad or a Nook. Users can also download eBook readers for their
computers if they want to access the content of Practical Tips from their desktop computers.
The 6th edition of Practical Tips is $275; however, ASCO members receive a 20% discount of
this price.

To learn more about Practical Tips or to order the 6™ edition, go
to http://university.asco.org/PracticalTips.

ASCO PracticeNET - PracticeNET is a learning collaborative where practices can share and
receive insights to enhance their business operations and quality of care in order to assist
practices in providing high quality, high value cancer care to patients. Participating practices will
submit data for quarterly trend analysis and will be able to request reports to meet their
individual practice needs. For more information, please visit www.asco.org/PracticeNet or
contact PracticeNET @asco.org.

CAC Program

A national meeting for oncology and hematology Medicare Carrier Advisory Committee (CAC)
representatives is held every year. Oncology and hematology CAC representatives from across
the states are invited as well as Medicare Administrative Contractor Medical Directors (CMDSs).
The goal of the meeting is to educate attendees on the local coverage process as well as
provide opportunities to strengthen communication and collaboration between CAC
representatives and Contractor Medical Directors. (The meeting has been co-hosted by ASCO
and the American Society of Hematology for the last few years.) Dedicated information for
Carrier Advisory Committee (CAC) representatives and related CAC activities can be found on
the ASCO website at http://www.asco.org/advocacy-practice/medicare-program under the CAC
Program.

Institute for Quality

ASCO has developed the Institute for Quality which compiles the organization’s quality projects
and initiatives under one umbrella. Some of the initiatives are highlighted below.

Clinical practice guidelines, Provisional Clinical Opinions (PCOs) and guideline endorsements
are available for practitioners outlining appropriate methods of treatment and care. ASCO expert
panels identify and develop practice recommendations for specific areas of cancer care that
would benefit from using practice guidelines. http://www.asco.org/institute-quality/quidelines
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ASCO'’s Quality Oncology Practice Initiative (QOPI®) is an oncologist-led practice-based quality
assessment and improvement program. http://qopi.asco.org/

ASCO’s QOPI® Certification Program (QCP) provides a three-year certification for outpatient
hematology-oncology practices that are committed to delivering high quality cancer
care. http://qopi.asco.org/certification.html

CancerLinQ — The Learning Intelligence Network for Quality is ASCO’s multi-phase initiative
that promises to change the way cancer is treated. This learning health system will connect
oncology practice, measure quality and performance, and provide physicians with decision
support in real time. http://www.asco.org/institute-quality/cancerling

ASCO State of Cancer Care

This year, ASCO released the State of Cancer Care in America: 2015. This annual publication
provides a comprehensive look at demographic, economic, and oncology practice trends that
will impact cancer care in the United States over the coming years.

With recommendations for addressing the cancer care delivery system’s most pressing
concerns, this landmark ASCO report also examines the rapid expansion of health information
technology and the growing emphasis on quality measurement and value.

ASCO developed the State of Cancer Care in America: 2015 report to help cancer care
providers, policy makers, and other more effectively shape the future of cancer care during
these uncertain times. The Society will issue annual updates that will track trends and identify
emerging issues.

For a full report published in the Journal of Oncology Practice and additional report content,
visit www.asco.org/stateofcancercare.



http://qopi.asco.org/
http://qopi.asco.org/certification.html
http://www.asco.org/institute-quality/cancerlinq
http://www.asco.org/stateofcancercare

. A
PracticeNE =/

* A new collaborative learning network for oncology
practice knowledge
— Business knowledge, dynamic standards, best practices

— Especially important as healthcare transitions from fee
for service to value and other new payment models

* Practices share and receive insights to enhance
business operations and quality of care

— Quarterly reports measuring your practice against a
national database of similar practices

— Annual report on key practice indicators
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PracticeNE I</
Networking for Education and Transformation

* Participation is at the practice level, with all
physicians participating

* Simple, streamlined data submission

— Submit data monthly; existing data from practice
management system

* Enrollment is open now!

* For more information

— www.asco.org/practicenet or
PracticeNet@asco.org
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< ) Z  Practice-Related Resources
—o}) ! ' ASH offers a wide range of practice-related resources on its website (www.hematology.org).
‘Y O Below, please find a list of resources that may be of interest to you.
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Resources for Clinicians Section on the ASH Website (http://www.hematology.org/Clinicians/)

This page on the ASH website consolidates information for practitioners and provides the following links:

ASH Practice Partnership — The ASH Practice Partnership (APP) is a group within the Society that was
formed to better represent the interests of practicing hematologists. The APP is comprised of practicing
hematologists from across the nation; participants must be board-certified in hematology and active
members of ASH. Ideal candidates should be interested in malignant and nonmalignant hematology.

Evidence-based Guidelines, Quick Reference Tools, Including Mobile Downloads — Access guidelines on
the management and treatment of Sickle Cell Disease, Idiopathic Thrombocytopenic Purpura,
Antithrombotic Drug Dosing and Management, Heparin-Induced Thrombocytopenia (HIT), Immune
Thrombocytopenia (ITP), von Willebrand Disease, Red Blood Cell Transfusion, and Thrombocytopenia in
Pregnancy.

The ASH Choosing Wisely List — Evidence-based recommendations about the necessity and potential harm
of certain practices developed as part of Choosing Wisely®, an initiative of the ABIM Foundation.

The ASH Academy — The ASH Academy provides hematologists with easy-to-use options for knowledge
testing (for both MOC and CME purposes), completing practice improvement modules, as well as evaluating
ASH meetings you attend and claiming CME credit for participating. The fifth edition of the ASH Self-
Assessment Program (ASH-SAP) is also available on the ASH Academy.

ASH On Demand — ASH On Demand is multimedia platform in which users can browse, purchase, and view
a variety of ASH educational content. The portal includes PowerPoint slides, audio, and/or video from a
number of ASH-wide programs — including annual meetings, regional meetings, and webinars.

Physician Quality Reporting System (PORS) Resources — Up to date information on Medicare’s PQRS and
measures appropriate for use by hematologists.

Drug Resources — Links to patient assistance programs and sample letters of appeal for high-cost drugs, an
up-to-date list of hematologic drug shortages, resources for physicians dealing with shortages, and links to
ASH/FDA webinars featuring an unbiased discussion of newly approved drugs and their uses.

ICD-10 Conversion for Hematology Resource Page — This resource help members prepare for the transition
by providing complete conversion charts for all disorders related to hematology.

Open Payments Program (Sunshine Act) Resource Page — This page provides resources to help members
understand the program, important dates, and links to the CMS Open Payments webpage and registration
instructions.

Consult a Colleague — A member service designed to help facilitate the exchange of information between
hematologists and their peers.
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ASH Advocacy Resources

ASH’s redesigned Advocacy Center houses all the Society’s policy positions, advocacy efforts, and campaigns.
Hematologists and their patients can follow the latest national policy news and directly campaign their
representatives through ASH Action Alerts. The Center also displays ASH’s official policy statements along with
testimony and correspondence related to federal regulation and private insurance developments.

ASH Publications

ASH Practice Updates — The Practice Update is the society’s bi-monthly e-newsletter reporting on breaking
news and activities of interest to the practice community.

ASH Clinical News — ASH Clinical News is a new magazine for ASH members and non-members alike —
offering news and views for the broader hematology/oncology community.

The Hematologist: ASH News and Reports — An award-winning bimonthly publication that updates readers
about important developments in the field of hematology and highlights what ASH is doing for its members.

Meeting Information

ASH Meeting on Hematologic Malignancies — September 17 — 19, 2015, Chicago, IL. This event will
allow you to hear top experts in hematologic malignancies discuss the latest developments in clinical care
and to find answers to your most challenging patient care questions.

ASH Annual Meeting and Exposition — Information concerning registration, housing, and meeting content
for the Society’s Annual Meeting and Exposition designed to provide hematologists from around the world a
forum for discussing critical issues in the field. Abstracts presented at the meeting also contain the latest and
most exciting developments in hematology research.

Consultative Hematology Course — Information concerning registration, housing, and meeting content for
this intensive half-day program, which focuses on updates in non-malignant hematology designed for
practitioners who are trained as hematologists or hematologist-oncologists, but now see patents with non-
malignant hematologic conditions on a less frequent basis.

Highlights of ASH — Information concerning registration, housing, and meeting content for this ASH-
sponsored meeting designed to provide the highlights of the top presentations from the recent annual
meeting.

Annual Meeting of the Hematology / Oncology Carrier Advisory Committee (CAC) Network — July 9 — 10,
2015, Alexandria, VA. This annual event brings together the hematologists and oncologists who serve as
representatives to regional Medicare Contractors, Medicare Contractor Medical Directors, leaders from
hematology and oncology state societies, and members of ASH and ASCO practice committees. The
meeting is intended to provide attendees with a better understanding of the CAC process; discuss issues of
common concern and develop solutions; and improve the overall CAC process throughout the year.
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Five Things Physicians
and Patients Should Question

The American Society of Clinical Oncology (ASCO) is a medical professional oncology society committed to conquering cancer through research, education, prevention and
delivery of high-quality patient care. ASCO recognizes the importance of evidence-based cancer care and making wise choices in the diagnosis and management of patients
with cancer. After careful consideration by experienced oncologists, ASCO highlights ten categories of tests, procedures and/or treatments whose common use and clinical
value are not supported by available evidence. These test and treatment options should not be administered unless the physician and patient have carefully considered if their
use is appropriate in the individual case. As an example, when a patient is enrolled in a clinical trial, these tests, treatments and procedures may be part of the trial protocol and
therefore deemed necessary for the patient’s participation in the trial.

These items are provided solely for informational purposes and are not intended to replace a medical professional’s independent judgment or as a substitute for consultation with
a medical professional. Patients with any specific questions about the items on this list or their individual situation should consult their health care provider. New evidence may
emerge following the development of these items. ASCO is not responsible for any injury or damage arising out of or related to any use of these items or to any errors or omissions.

Don’t use cancer-directed therapy for solid tumor patients with the following
characteristics: low performance status (3 or 4), no benefit from prior
evidence-based interventions, not eligible for a clinical trial, and no strong
evidence supporting the clinical value of further anti-cancer treatment.

« Studies show that cancer directed treatments are likely to be ineffective for solid tumor patients who meet the above stated criteria.

« Exceptions include patients with functional limitations due to other conditions resulting in a low performance status or those with disease characteristics
(e.g., mutations) that suggest a high likelihood of response to therapy.

« Implementation of this approach should be accompanied with appropriate palliative and supportive care.

Don’t perform PET, CT, and radionuclide bone scans in the staging of
early prostate cancer at low risk for metastasis.

- Imaging with PET, CT, or radionuclide bone scans can be useful in the staging of specific cancer types. However, these tests are often used in the staging
evaluation of low-risk cancers, despite a lack of evidence suggesting they improve detection of metastatic disease or survival.

« Evidence does not support the use of these scans for staging of newly diagnosed low grade carcinoma of the prostate (Stage T1c/T2a, prostate-specific
antigen (PSA) <10 ng/ml, Gleason score less than or equal to 6) with low risk of distant metastasis.

« Unnecessary imaging can lead to harm through unnecessary invasive procedures, over-treatment, unnecessary radiation exposure, and misdiagnosis.

Don’t perform PET, CT, and radionuclide bone scans in the staging of
early breast cancer at low risk for metastasis.

- Imaging with PET, CT, or radionuclide bone scans can be useful in the staging of specific cancer types. However, these tests are often used in the staging
evaluation of low-risk cancers, despite a lack of evidence suggesting they improve detection of metastatic disease or survival.

- In breast cancer, for example, there is a lack of evidence demonstrating a benefit for the use of PET, CT, or radionuclide bone scans in asymptomatic
individuals with newly identified ductal carcinoma in situ (DCIS), or clinical stage | or Il disease.

« Unnecessary imaging can lead to harm through unnecessary invasive procedures, over-treatment, unnecessary radiation exposure, and misdiagnosis.

Don’t perform surveillance testing (biomarkers) or imaging (PET, CT, and
radionuclide bone scans) for asymptomatic individuals who have been
treated for breast cancer with curative intent.

« Surveillance testing with serum tumor markers or imaging has been shown to have clinical value for certain cancers (e.g., colorectal). However for breast
cancer that has been treated with curative intent, several studies have shown there is no benefit from routine imaging or serial measurement of serum tumor
markers in asymptomatic patients.

« False-positive tests can lead to harm through unnecessary invasive procedures, over-treatment, unnecessary radiation exposure, and misdiagnosis.

Don’t use white cell stimulating factors for primary prevention of febrile
neutropenia for patients with less than 20 percent risk for this complication.

« ASCO guidelines recommend using white cell stimulating factors when the risk of febrile neutropenia, secondary to a recommended chemotherapy regimen,
is approximately 20 percent and equally effective treatment programs that do not require white cell stimulating factors are unavailable.

« Exceptions should be made when using regimens that have a lower chance of causing febrile neutropenia if it is determined that the patient is at high risk for
this complication (due to age, medical history, or disease characteristics).

Disclaimer: These items are provided solely for informational purposes and are not intended to replace a medical professional’s independent judgement or as a substitute for consultation with a
medical professional. Patients with any specific questions about the items on this list or their individual situation should consult their health care provider.
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Five More Things Physicians
and Patients Should Question

Don’t give patients starting on a chemotherapy regimen that has a low or
moderate risk of causing nausea and vomiting antiemetic drugs intended
for use with a regimen that has a high risk of causing nausea and vomiting.

« Over the past several years, a large number of effective drugs with fewer side effects have been developed to prevent nausea and vomiting from
chemotherapy. When successful, these medications can help patients avoid spending time in the hospital, improve their quality of life and lead to
fewer changes in the chemotherapy regimen.

- Oncologists customarily use different antiemetic drugs depending on the likelihood (low, moderate or high) for a particular chemotherapy program
to cause nausea and vomiting. For chemotherapy programs that are likely to produce severe and persistent nausea and vomiting, there are new
agents that can prevent this side effect. However, these drugs are very expensive and not devoid of side effects. For this reason, these drugs should
be used only when the chemotherapy drugs that have a high likelihood of causing severe or persistent nausea and vomiting.

« When using chemotherapy that is less likely to cause nausea and vomiting, there are other effective drugs available at a lower cost.

Don’t use combination chemotherapy (multiple drugs) instead of chemotherapy
with one drug when treating an individual for metastatic breast cancer unless
the patient needs a rapid response to relieve tumor-related symptoms.

« Although chemotherapy with multiple drugs, or combination chemotherapy, for metastatic breast cancer may slow tumor growth for a somewhat longer time
than occurs when treating with a single agent, use of combination chemotherapy has not been shown to increase overall survival. In fact, the trade-offs
of more frequent and severe side effects may have a net effect of worsening a patient’s quality of life, necessitating a reduction in the dose of chemotherapy.

« Combination chemotherapy may be useful and worth the risk of more side effects in situations in which the cancer burden must be reduced quickly
because it is causing significant symptoms or is life threatening. As a general rule, however, giving effective drugs one at a time lowers the risk of side
effects, may improve a patient’s quality of life, and does not typically compromise overall survival.

Avoid using PET or PET-CT scanning as part of routine follow-up care

to monitor for a cancer recurrence in asymptomatic patients who have
finished initial treatment to eliminate the cancer unless there is high-level
evidence that such imaging will change the outcome.

« PET and PET-CT are used to diagnose, stage and monitor how well treatment is working. Available evidence from clinical studies suggests that using
these tests to monitor for recurrence does not improve outcomes and therefore generally is not recommended for this purpose.

- False positive tests can lead to unnecessary and invasive procedures, overtreatment, unnecessary radiation exposure and incorrect diagnoses.

- Until high level evidence demonstrates that routine surveillance with PET or PET-CT scans helps prolong life or promote well-being after treatment
for a specific type of cancer, this practice should not be done.

Don’t perform PSA testing for prostate cancer screening in men with no
symptoms of the disease when they are expected to live less than 10 years.

- Since PSA levels in the blood have been linked with prostate cancer, many doctors have used repeated PSA tests in the hope of finding “early” prostate
cancer in men with no symptoms of the disease. Unfortunately, PSA is not as useful for screening as many have hoped because many men with prostate
cancer do not have high PSA levels, and other conditions that are not cancer (such as benign prostate hyperplasia) can also increase PSA levels.

« Research has shown that men who receive PSA testing are less likely to die specifically from prostate cancer. However when accounting for deaths
from all causes, no lives are saved, meaning that men who receive PSA screening have not been shown to live longer than men who do not have
PSA screening. Men with medical conditions that limit their life expectancy to less than 10 years are unlikely to benefit from PSA screening as their
probability of dying from the underlying medical problem is greater than the chance of dying from asymptomatic prostate cancer.

Don’t use a targeted therapy intended for use against a specific genetic
aberration unless a patient’s tumor cells have a specific biomarker that
predicts an effective response to the targeted therapy.

- Unlike chemotherapy, targeted therapy can significantly benefit people with cancer because it can target specific gene products, i.e., proteins that
cancer cells use to grow and spread, while causing little or no harm to healthy cells. Patients who are most likely to benefit from targeted therapy are
those who have a specific biomarker in their tumor cells that indicates the presence or absence of a specific gene alteration that makes the tumor
cells susceptible to the targeted agent.

- Compared to chemotherapy, the cost of targeted therapy is generally higher, as these treatments are newer, more expensive to produce and under
patent protection. In addition, like all anti-cancer therapies, there are risks to using targeted agents when there is no evidence to support their use
because of the potential for serious side effects or reduced efficacy compared with other treatment options.



Abbreviations

CT, computed tomography; DCIS, ductal carcinoma in situ; PET, positron emission tomography; PSA, prostate-specific antigen.

How This List Was Created (1-5)

The American Society of Clinical Oncology (ASCO) has had a standing Cost of Cancer Care Task Force since 2007. The role of the Task Force is to assess the
magnitude of rising costs of cancer care and develop strategies to address these challenges. In response to the 2010 New England Journal of Medicine article by
Howard Brody, MD, “Medicine’s Ethical Responsibility for Health Care Reform — the Top Five List,” a subcommittee of the Cost of Cancer Care Task Force began
work to identify common practices in oncology that were both common as well as lacking sufficient evidence for widespread use. Upon joining the Choosing
Wisely campaign, the members of the subcommittee conducted a literature search to ensure the proposed list of items were supported by available evidence
in oncology; ultimately the proposed Top Five list was approved by the full Task Force. The initial draft list was then presented to the ASCO Clinical Practice
Committee, a group composed of community-based oncologists as well as the presidents of the 48 state/regional oncology societies in the United States.
Advocacy groups were also asked to weigh in to ensure the recommendations would achieve the dual purpose of increasing physician-patient communication
and changing practice patterns. A plurality of more than 200 clinical oncologists reviewed, provided input and supported the list. The final Top Five list in oncology
was then presented to, discussed and approved by the Executive Committee of the ASCO Board of Directors and published in the Journal of Clinical Oncology.
ASCO’s disclosure and conflict of interest policies can be found at www.asco.org.

How This List Was Created (6—10)

To guide ASCO in developing this list, suggestions were elicited from current ASCO committee members (approximately 700 individuals); 115 suggestions were
received. After removing duplicates, researching the literature and discussing practice patterns, the Value in Cancer Care Task Force culled the list to 11 items,
which comprised an ASCO Top Five voting slate that was sent back to the membership of all standing committees. Approximately 140 oncologists from its
leadership cadre voted, providing ASCO with an adequate sample size and perspective on what oncologists find to be of little value. The list was reviewed and
finalized by the Value in Cancer Care Task Force and ultimately reviewed and approved by the ASCO Board of Directors and published in the Journal of Clinical
Oncology. ASCO’s disclosure and conflict of interest policies can be found at www.asco.org.
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Don’t transfuse more than the minimum number of red blood cell (RBC)
units necessary to relieve symptoms of anemia or to return a patient to a
safe hemoglobin range (7 to 8 g/dL in stable, non-cardiac in-patients).

Transfusion of the smallest effective dose of RBCs is recommended because liberal transfusion strategies do not improve outcomes when compared to
restrictive strategies. Unnecessary transfusion generates costs and exposes patients to potential adverse effects without any likelihood of benefit. Clinicians
are urged to avoid the routine administration of 2 units of RBCs if 1 unit is sufficient and to use appropriate weight-based dosing of RBCs in children.

Don’t test for thrombophilia in adult patients with venous
thromboembolism (VTE) occurring in the setting of major
transient risk factors (surgery, trauma or prolonged immobility).

Thrombophilia testing is costly and can result in harm to patients if the duration of anticoagulation is inappropriately prolonged or if patients are
incorrectly labeled as thrombophilic. Thrombophilia testing does not change the management of VTEs occurring in the setting of major transient VTE
risk factors. When VTE occurs in the setting of pregnancy or hormonal therapy, or when there is a strong family history plus a major transient risk factor,
the role of thrombophilia testing is complex and patients and clinicians are advised to seek guidance from an expert in VTE.

Don’t use inferior vena cava (IVC) filters routinely in patients with acute VTE.

IVC filters are costly, can cause harm and do not have a strong evidentiary basis. The main indication for IVC filters is patients with acute VTE and
a contraindication to anticoagulation such as active bleeding or a high risk of anticoagulant-associated bleeding. Lesser indications that may be
reasonable in some cases include patients experiencing pulmonary embolism (PE) despite appropriate, therapeutic anticoagulation, or patients with
massive PE and poor cardiopulmonary reserve. Retrievable filters are recommended over permanent filters with removal of the filter when the risk for
PE has resolved and/or when anticoagulation can be safely resumed.

Don’t administer plasma or prothrombin complex concentrates for
non-emergent reversal of vitamin K antagonists (i.e. outside of the setting
of major bleeding, intracranial hemorrhage or anticipated emergent surgery).

Blood products can cause serious harm to patients, are costly and are rarely indicated in the reversal of vitamin K antagonists. In non-emergent
situations, elevations in the international normalized ratio are best addressed by holding the vitamin K antagonist and/or by administering vitamin K.

Limit surveillance computed tomography (CT) scans in asymptomatic
patients following curative-intent treatment for aggressive lymphoma.

CT surveillance in asymptomatic patients in remission from aggressive non-Hodgkin lymphoma may be harmful through a small but cumulative risk of
radiation-induced malignancy. It is also costly and has not been demonstrated to improve survival. Physicians are encouraged to carefully weigh the
anticipated benefits of post-treatment CT scans against the potential harm of radiation exposure. Due to a decreasing probability of relapse with the passage
of time and a lack of proven benefit, CT scans in asymptomatic patients more than 2 years beyond the completion of treatment are rarely advisable.
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These items are provided solely for informational purposes and are not intended as a substitute for consultation with a medical professional. Patients with any specific questions about the items
on this list or their individual situation should consult their physician.

Released December 4, 2013
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Don’t treat with an anticoagulant for more than three months in a patient
with a first venous thromboembolism (VTE) occurring in the setting of a
major transient risk factor.

Anticoagulation is potentially harmful and costly. Patients with a first VTE triggered by a major, transient risk factor such as surgery, trauma or an intravascular
catheter are at low risk for recurrence once the risk factor has resolved and an adequate treatment regimen with anticoagulation has been completed.
Evidence-based and consensus guidelines recommend three months of anticoagulation over shorter or longer periods of anticoagulation in patients with VTE
in the setting of a reversible provoking factor. By ensuring a patient receives an appropriate regimen of anticoagulation, clinicians may avoid unnecessary
harm, reduce health care expenses and improve quality of life. This Choosing Wisely® recommendation is not intended to apply to VTE associated with
non-major risk factors (e.g., hormonal therapy, pregnancy, travel-associated immobility, etc.), as the risk of recurrent VTE in these groups is either
intermediate or poorly defined.

Don’t routinely transfuse patients with sickle cell disease (SCD) for chronic
anemia or uncomplicated pain crisis without an appropriate clinical indication.

Patients with SCD are especially vulnerable to potential harms from unnecessary red blood cell transfusion. In particular, they experience an increased risk
of alloimmunization to minor blood group antigens and a high risk of iron overload from repeated transfusions. Patients with the most severe genotypes
of SCD with baseline hemoglobin (Hb) values in the 7-10 g/dl range can usually tolerate further temporary reductions in Hb without developing symptoms
of anemia. Many patients with SCD receive intravenous fluids to improve hydration when hospitalized for management of pain crisis, which may contribute
to a decrease in Hb by 1-2 g/dL. Routine administration of red cells in this setting should be avoided. Moreover, there is no evidence that transfusion
reduces pain due to vaso-occlusive crises. For a discussion of when transfusion is indicated in SCD, readers are referred to recent evidence-based
guidelines from the National Heart, Lung, and Blood Institute (NHLBI) (see reference below).

Don’t perform baseline or routine surveillance computed tomography (CT)
scans in patients with asymptomatic, early-stage chronic lymphocytic
leukemia (CLL).

In patients with asymptomatic, early-stage CLL, baseline and routine surveillance CT scans do not improve survival and are not necessary to stage or
prognosticate patients. CT scans expose patients to small doses of radiation, can detect incidental findings that are not clinically relevant but lead to
further investigations and are costly. For asymptomatic patients with early-stage CLL, clinical staging and blood monitoring is recommended over CT scans.

Don’t test or treat for suspected heparin-induced thrombocytopenia (HIT)
in patients with a low pre-test probability of HIT.

In patients with suspected HIT, use the “4T’s” score to calculate the pre-test probability of HIT. This scoring system uses the timing and degree of
thrombocytopenia, the presence or absence of thrombosis, and the existence of other causes of thrombocytopenia to assess the pre-test probability
of HIT. HIT can be excluded by a low pre-test probability score (4T’s score of 0-3) without the need for laboratory investigation. Do not discontinue
heparin or start a non-heparin anticoagulant in these low-risk patients because presumptive treatment often involves an increased risk of bleeding,
and because alternative anticoagulants are costly.

Don’t treat patients with immune thrombocytopenic purpura (ITP) in the
absence of bleeding or a very low platelet count.

Treatment for ITP should be aimed at treating and preventing bleeding episodes and improving quality of life. Unnecessary treatment exposes patients
to potentially serious treatment side effects and can be costly, with little expectation of clinical benefit. The decision to treat ITP should be based on

an individual patient’s symptoms, bleeding risk (as determined by prior bleeding episodes and risk factors for bleeding such as use of anticoagulants,
advanced age, high-risk activities, etc.), social factors (distance from the hospital/travel concerns), side effects of possible treatments, upcoming
procedures, and patient preferences. In the pediatric setting, treatment is usually not indicated in the absence of mucosal bleeding regardless of
platelet count. In the adult setting, treatment may be indicated in the absence of bleeding if the platelet count is very low. However, ITP treatment

is rarely indicated in adult patients with platelet counts greater than 30,000/microL unless they are preparing for surgery or an invasive procedure,

or have a significant additional risk factor for bleeding. In patients preparing for surgery or other invasive procedures, short-term treatment may be
indicated to increase the platelet count prior to the planned intervention and during the immediate post-operative period.

These items are provided solely for informational purposes and are not intended as a substitute for consultation with a medical professional. Patients with any specific questions about the items
on this list or their individual situation should consult their physician.

Released December 3, 2014



How This List Was Created (1-5)

The American Society of Hematology (ASH) Choosing Wisely® Task Force utilized a modified Delphi technique to collect suggestions from committee members and
recipients of its clinically focused newsletter, the ASH Practice Update. Respondents were asked to consider the core values of harm, cost, strength of evidence,
frequency and control. Fifty-nine of 167 ASH committee members (35%) and 2 recipients of the ASH Practice Update submitted 81 unique suggestions. The Task
Force used a nominal group technique (NGT) to identify the top 20 items, which were scored by ASH committee and practice community members, with a 46 percent
participation rate. ASH’s Task Force reviewed all scores to develop a 10-item list. A professional methodologist conducted a systematic literature review on each
of the 10 items; the Task Force chair served as the second reviewer. Evidence reviews and source material for the 10 items were shared with ASH’s Task Force,
which ranked the items according to the core values. The Task Force then identified the top 5 items plus 1 alternate. ASH member content experts provided
external validation for the veracity and clarity of the items.

How this List was Created (6—10)

Suggestions for the second ASH Choosing Wisely list were solicited from members of the ASH Committee on Practice, the ASH Committee on Quality, the ASH
Choosing Wisely Task Force, ASH Consult-a-Colleague volunteers and members of the ASH Practice Partnership. Six principles were used to prioritize items:
avoiding harm to patients, producing evidence-based recommendations, considering both the cost and frequency of tests and treatments, making recommendations
in the clinical purview of the hematologist, and considering the potential impact of recommendations. Harm avoidance was established as the campaign’s
preeminent guiding principle. Guided by the 6 principles, the ASH Choosing Wisely Task Force scored all suggestions. Modified group technique was used to
select 10 semi-finalist items. Systematic reviews of the literature were then completed for each of the 10 semi-finalist items. Guided by the 6 core principles
outlined above, and by the systematic reviews of the evidence, the ASH Choosing Wisely Task Force selected 5 recommendations for inclusion in ASH’s second
Choosing Wisely Campaign.

ASH’s disclosure and conflict of interest policy can be found at www.hematology.org.
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For more than 50 years, the Society has led the development of
hematology as a discipline by promoting research, patient care, education,
training and advocacy in hematology. By providing a forum for clinicians
and scientists to share the latest discoveries in the field, ASH is helping to
improve care and possibly lead to cures for diseases that affect millions of
people, including leukemia, lymphoma, myeloma, anemias and various
bleeding and clotting disorders.

For more information, visit www.hematology.org.
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MEETING EVALUATION FORM — ASH/ASCO CAC NETWORK MEETING
JULY 9 - 10, 2015 — Alexandria, VA

ASH and ASCO are committed to providing the highest quality for the CAC Network meeting. To assist in

meeting that goal, we ask that you please complete the following confidential survey and provide and

comments or suggestions that you may have.

DEMOGRAPHIC INFORMATION
| am (please check all that apply):

0 The oncology CAC representative/alternate for my state.
0 The hematology CAC representative/alternate for my state.
0 The president (or another physician representative) of my state oncology society.
0 The executive director/administrator of my state oncology society.
O A member of ASCO’s Clinical Practice Committee.
OO A member of ASH’s Committee on Practice or ASH’s Subcommittee on Reimbursement.
O A Medicare contractor medical director.
0 Aninvited meeting speaker.
Evaluation Key
1 2 3 4 5
Strong Agree Agree Neutral Disagree Strongly Disagree

Please indicate the degree to which you agree with the statements in each section below by placing a

check mark on 1 (strongly AGREE) to 5 (strongly disagree) for each statement.

1. Welcome Reception

WELCOME RECEPTION

The Welcome reception provided an opportunity to network with other CAC
representatives, state society representatives, and committee members.

The format of the Welcome reception was a valuable addition to the meeting.

2. Group Dinners

GROUP DINNERS

The group dinners provided the additional opportunity to network with other
CAC representatives, state society representatives, committee members, and
contractor medical directors.

The size of the dinner group was appropriate for networking.

attendees.

| enjoyed the additional opportunity to network with other CAC meeting




3. General Meeting

GENERAL MEETING 1123

| learned new information or obtained a better understanding of a particular
issue or topic.

The topics discussed are important to my role as a CAC representative, state
society representative or committee member.

There were adequate opportunities for questions and answers or discussions
of topics.

The contractor medical director participation in the meeting was helpful in
obtaining feedback on important issues.

The open microphone session was helpful in understanding CAC-related
issues/topics and fostered communication between CAC representatives and
CMDs.

The written materials and resources provided in the binder were a helpful
supplement to the discussions.

The length of the meeting was appropriate.

The meeting facility was conducive for the meeting format/structure.

4. Presentations/Speakers

PRESENTATIONS/SPEAKERS 1123

| found the presentation on Molecular Diagnostics — Coverage with Evidence
Development/ Data Development, Role of FDA, Panels by Elaine Jeter, MD
and Dane Dickson, MD interesting.

| found the presentation on Medicare Oncology Care Model — Practice
Implications and Potential Pitfalls by Ronald Kline, MD educational.

The breakout session, Ways to Improve the CAC Process in Your Region was
useful.

The ICD-10 Transition Issues presentation by Arthur Lurvey, MD was helpful.

The presentation on Infusions/DME/Orals by Richard (Dick) Whitten, MD was
educational.

The presentation on Biosimilars — FDA Interchangeability Coverage by
John Warren was informative.

The Open Forum Panel with the Contractor Medical Directors was
educational.

5. What aspect(s) of the CAC Network Meeting do you find most valuable?

6. What aspect(s) of the CAC Network Meeting are most in need of improvement? (Please be
specific.)



7. What topics or themes would you like to see addressed at future meetings?

8. Overall, how would you rate the CAC Network Meeting? (Please choose one.)
a) Excellent b) Good c) Fair d) Poor

9. Is the current format of the CAC Network Meeting effective? (Please circle one): YES or NO

e If you circled NO, please provide additional/alternative ways ASH and ASCO can make the
meeting more effective.

10. Are there any additional resources ASH and ASCO can provide to assist you with the local
coverage process?

** Thank you for your input! Please leave the evaluation form on your table or on the table outside
the meeting room. If you are unable to complete the form onsite, please e-mail the form directly after
the meeting to ASH staff, Deon Nelson at dnelson@hematology.org **
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2015 ASH/ASCO CAC Network Meeting
Expense Reimbursement Form

Please fill out the information below and attach original receipts.
All forms must be submitted by August 10, 2015

Make check payable to:

Mail check to:

Meeting Attended: 2015 ASH/ASCO CAC Network Meeting

Signature: Date:

Itemized Expenses:

Date Description of Expense Account (internal use only)

Amount

For ASCO Use Only:

Approval: Date Submitted to Accounting:

Please return completed form and original receipts by August 10, 2015 to:

Monica Tan
American Society of Clinical Oncology
2318 Mill Road, Suite 800
Alexandria, VA 22314
Phone: 571-483-1671
Monica.Tan@asco.org
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AMERICAN SOCIETY OF HEMATOLOGY and
AMERICAN SOCIETY OF CLINICAL ONCOLOGY
2015 CAC Network Meeting
Travel Reimbursement Policy

The ASH-ASCO CAC Network Meeting Travel Reintbursement Policy is provided to travelers regarding reintbursement for
costs incurred in order to participate in the CAC Network Meeting. 1t is expected that the policy will be adhered to explicitly.

ASCO and ASH will reimburse the following groups for their attendance:
o CAC representatives and alternate representatives for hematology and oncology;
e Members of the ASCO Clinical Practice Committee and ASH Committee on Practice;
e Two representatives from the Hematology/ Oncology State Society*
e Medicare Contractor Medical Directors (CMDs) for all A/B MAC jurisdictions.

*Only two representatives from the state society (excluding CAC representatives) will be reimbursed for
attending the ASH/ASCO CAC Network Meeting. State hematology/oncology society presidents and
administrators/executive directors should determine who will attend the meeting. If more than two
individuals from the state society (excluding CAC representatives) attend the meeting, reimbursement
will be the responsibility of the state society or individual.

Coverage begins at the actual start of a trip, whether it is from the traveler’s regular place of
employment, home, or other location, and terminates when the traveler reaches his/her original
destination. Expenses for spouses and/or dependents are personal expenses and are not reimbursable.

Original receipts for all expenditures (including E-ticket passenger receipts, taxis, and parking) of
$25.01 or more must be included with the CAC Network Meeting Expense Reimbursement Form.
Requests for reimbursement must be submitted within thirty (30) days of the meeting for which
reimbursable expenses were incurred. The approved reimbursement will be issued by check.

Air/Train Travel

ASH and ASCO will pay for coach class airline tickets (not business or first class), preferably purchased
through the ASCO travel agency MacNair Travel. To book your travel online, please visit
http://travel.asco.org and use cost code “Carrier Advisory 20-822”. If you need assistance with your
flight purchase, please contact ASCO'’s travel specialist, Michelle Rowley at
mrowley@macnairtravel.com or (877) 410-8198 or (202) 360-4674. Domestic airline reservations are
recommended to be made at least 30 days in advance of the meeting. Flight reservations made less than
30 days in advance will require approval from ASH/ASCO staff.

1|Page
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ASH and ASCO will reimburse the most economical non-refundable coach fares available on a major
airline carrier (American, Delta, Southwest, United, U.S. Airways, etc.). When a significantly less
expensive option is available, reservations made with a particular carrier to benefit the traveler will not
be reimbursed in full; rather, the amount reimbursed will equal the amount of the equivalent ticket on the
most economical carrier.

If an approved traveler wants to bring a guest, they must provide the ASCO travel agent with a personal
credit card for the guest’s travel.

Ground Transportation
ASH and ASCO encourage the use of the most economical ground transportation to and from the airport
or train station and will reimburse such expenses.

Use of a personal or university vehicle will be reimbursed at the mileage rate consistent with IRS rules
and regulations (57 cents per mile as of 1/1/15, including gasoline) plus toll and parking charges.
(ASH and ASCO will reimburse parking charges and mileage as long as this amount is not greater than
the cost of roundtrip taxi or shuttle service.)

If ASH and ASCO approve the use of a rental car, limits will be set and communicated to the traveler by
the appropriate ASCO representative. The maximum rates set by ASH and ASCO take into account the
cost of the rental, mileage, gasoline, parking, tolls, and any other expenses related to the use of the rental
in order to attend the meeting.

Hotel

One night hotel stay will be provided for by ASH and ASCO. Additional nights can be reserved but the
attendee will be responsible for the extra stay. (Individuals that would require two nights based on flight
options and/or destinations must contact ASH or ASCO staff prior to making the reservation.)

The traveler is responsible for promptly submitting the RSVP Survey as requested by the ASCO
representative handling hotel room block arrangements. Surveys are due Friday, June 5, 2015

Meals
Meals that are not provided during the meeting will be covered with the following limits including tax
and tip:

Dinner $75.00

Lunch $40.00
Breakfast $25.00

2|Page
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ASCO and ASH provides breakfast and lunch for Friday, July 10. Expenses incurred by attendees for
either of these meals will not be reimbursed.

Cancellations and Changes

When a traveler needs to change or cancel an airline reservation, he/she must contact the issuing agent
and notify the appropriate ASH or ASCO representatives immediately. Unless the change or
cancellation is approved by ASH or ASCO, the traveler is responsible for all penalty fees and any other
charges incurred due to such changes or cancellations. If the traveler does not inform the travel agency or
airline of the cancellation prior to the scheduled departure time, and the ticket is thereby rendered
unusable for future travel, then the traveler will be held responsible for the cost of the original ticket.

If a traveler needs to change or cancel a hotel reservation, he or she must contact the appropriate ASH or
ASCO representative at least 72 hours prior to his/her originally scheduled arrival. The traveler is
responsible for reimbursing ASH and ASCO for expenses incurred due to last-minute changes,
cancellations, no-shows, and early departures.

Miscellaneous Expenses

= Baggage service, up to a maximum of one checked bag per flight and similar expenses are
reimbursable.

= Internet service, up to $14 per day is reimbursable while attending the CAC Network Meeting.

= Tips not included with meals or cab fare should be listed separately on the CAC Network Meeting
Expense Reimbursement Form.

= When a trip involves traveling for both the CAC Network Meeting and other purposes, the traveler
must reasonably allocate the costs between CAC Network Meeting and the other activity.

If a traveler has any questions concerning any other reimbursable expenses, he/she should contact the
appropriate ASH or ASCO representative.

3|Page
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