CMS-NCI Oncology Pilot Project

CMS National Coverage Decision (NCD)
Anticancer Chemotherapy
for Colorectal Cancer
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CMS-NCI Oncology Pilot Project

* Anti-cancer chemotherapeutic agents are eligible for
coverage by CMS:

— Used in accordance with FDA-approved labeling (section
1861(t)(2)(B) of the Social Security Act)

— Off-label use in authoritative drug compendia listed in
section 1861(t)(2)(B)(ii)(l) of the Social Security Act

— Medicare contractor determines an off-label use is
medically accepted based on guidance provided by the
Secretary (section 1861(t)(2)(B)(ii)(Il)

National Cancer Institute



CMS Coverage of Clinical Trials

CMS 2000 Clinical
Trials Policy

CMS 2005 Anti-
Cancer NCD

What kinds of
costs are
covered?

National Cancer Institute

Routine costs associated with
the patients’ medical care in
the clinical trial.*

Both routine and non-
routine costs associated with
the patients’ care in any of the
nine trials are covered.

Does the policy
pay for off-label
use of anti-cancer
drugs?

Maybe. Coverage of off-label
use varies depending on
whether the trial in question
meets the policy’s
requirements.

Yes, off-label use is covered
for the anticancer drugs in all
nine trials.

* More info at; www.cms.hhs.gov/ClinicalTrialPolicies




National Cancer Institute

CMS-NCI Pilot: Inception of the Project

CMS and NCI entered into discussions to explore how the 2 agencies
could align their resources & agency-specific goals to accelerate
development of evidence for emerging cancer treatment regimens:

CMS can collect data to see if reasonable and necessary criteria are met
for off-label use of agents (data collected to inform payment decisions)

NCI sponsors trials as part of its research agenda to evaluate use of new
agents in off-label indications in order to determine safety & efficacy

Through discussions, proposed approach linking coverage to participants
In specific trials developed



CMS-NCI Pilot: Goals of the Project

Offer consistent national coverage for these trials
 Ensure advancement in knowledge for these agents

* Accelerate development evidence for new / emerging
cancer treatments

 Ensure beneficiaries rapid access to promising new
uses of technologies under controlled clinical trial
conditions

 Serve as potential model for additional coverage
expansions in clinical trials for other anti-cancer agents
by both CMS & other insurance carriers

 Encourage industry to invest in clinical studies that will
expand knowledge base

National Cancer Institute



CMS-NCI Pilot: Why these Trials?

¢ CMS asked NCI to identify trials studying off-label uses
of 4 agents important in CRC per the existing NCD for
Anticancer Chemotherapy for Colorectal Cancer

— 4 agents: oxaliplatin, irinotecan, bevacizumab, cetuximab
— Trials with any of these agents in CRC & other cancers
— Mix of Phase 1, 2, and 3 trials

— Trials addressing questions likely to lead to important
changes in therapy

— Trials that were close to activating

National Cancer Institute
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CMS-NCI Pilot; 9 Selected Trials

O Trials Selected: 6 Colorectal and 3 Non-Colorectal

Phase 1/2 1325: 15t Line Metastatic CRC (CWRU)

Phase 2 E4203: 18t Line Metastatic CRC

Phase 3 E5202: High-Risk Stage Il Colon Cancer
C80405: 18t Line Metastatic CRC
NSABP R-04: Rectal Ca Adjuvant (Oxaliplatin Amend)
E5204: Rectal Ca Adjuvant

Phase 2 E2204: Pancreatic Ca Adjuvant

Phase 3 RTOG-0522: Stage Ill/IV Head & Neck Cancer
S0502: Metastatic / Unresectable GIST



CMS-NCI Pilot: Dissemination of

Information

« Web page updates of trial information on a regular basis

e Increasing awareness of these trials in conjunction with
effort on promoting clinical trials awareness and
understanding, including partnering with national
colorectal cancer advocacy groups

— Colon Cancer Alliance (CCA)
— Colorectal Cancer Coalition (C3)
e Using various publications to highlight this pilot project

and enhance participation of people > 65 years of age
Into these trials

National Cancer Institute
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MS-NCI Pilot: Study Reimbursement

atrix Example (copy in handouts

FUMMARY REIMBURSEMENT MATRIXK FOR:

HEABP R-04 AFTER Amendmaent 22 - Phass 1l Study of Precp XRT and Capacitabing </~ Oxaliplatin ve Preop XRT and CWl 5-FU +/- Ox=allplatin For Ressctabla Rectal Cancer

(Miatrix Werelon: 2I308)
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Sumery Fer Study Calsnsar FasA A s
Coledion and preparation of cinkal llssue during surgeny AL time of surgeny P s Yes
Prochoscony or sigmolkocscony posl-operavely In psars 2 and 3 Fer Stucy Calencar wes B Ho funded Dy studyl
2oL questonrale Fer Stucy Calendar Was HAs Mo (unded by stodyi

Page 10of1




National Cancer Institute

CMS-NCI Trial Accrual Data (all 9 trials)

Trial activation dates

1st trial activated July 2004 and
O trial in April 2008

Maximum planned accrual as
described in each trial

11,271

Total accrual as of April 1, 2009

6,059 (54% of total accrual)

Accrual of patients age >64
(Medicare eligible)

1,873 (31%)

Medicare eligible using Medicare
as a Method of Payment

1,405 (23%)

Medicare eligible using Medicare
for payment in trials

75% (1,405 of 1,873)
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Clinical Trial Enrollment (as of 3/31/09)

NCI Trial # Total Accrual Total Accrual

(Cancer Type) (Planned) > age 64 (%)
7325 (CRC) 11 (50) 4 (36%)
C80405 (CRC) 1484 (2016) 510 (34%)
E2204 (Pancreatic) 137 (126) 45 (33%)
E4203 (CRC) 126  (246) 46 (37%)
E5202 (CRC) 1808 (3610) 669 (37%)
E5204 (Rectal) 344 (2100) 56  (16%)
NSABP-R-04 (Rectal) 1201 (1606) 349  (29%)
RTOG-0522 (H & N) 942  (945) 193 (20%)
S0502* (Gl Stromal) 6 (572) 1 (17%)

* Trial activated April 2008

Trials in blue are open to accrual



CMS-NCI Pilot: Information on Project

CMS website information on the project for public
— http://www.cms.hhs.gov/mcd/index_list.asp?list_type=ncd

— NCD for Anti-Cancer Chemotherapy for Colorectal Cancer
(110.17)

« CMS website information on project for Medicare Providers
(MedLearn Mattters)

— http://www.cms.hhs.gov/MedlearnMattersArticles/downloads/MM3742.pdf

« CMS website information on business requirements for
billing offices (Change Request 3742 in Transmittal 588 of
Medicare Pub. 100-04, Medicare Claims Processing):

— http://www.cms.hhs.gov/transmittals/downloads/R588CP.pdf

NCI web page with information on this project:
— http://www.cancer.qov/clinicaltrials/developments/INCD179N

National Cancer Institute




NCI Clinical Trials Information & Resources

Search NCI's clinical trials database at:

— http://www.cancer.gov/clinicaltrials/search
* Clinical trial information, education, & results:
— http://www.cancer.gov/clinicaltrials

 Get live, online assistance from the NCI's LiveHelp
service for clinical trials or cancer information:

— https://cissecure.nci.nih.qov/livehelp/welcome.asp

* Toll-free phone assistance for clinical trials and cancer
Information via NCI's Cancer Information Service at:

— 1-800-4-CANCER (1-800-422-6237)
— http://lwww.cancer.gov/help

National Cancer Institute




NCI Clinical Trial Training

* Provided clinical trials training to DoD TRICARE
contractors to help them search NCI trials database and
better understand cancer trials as their health care
benefits provide prospective coverage of NCl-sponsored
cancer prevention and treatment trials for TRICARE
beneficiaries.

National Cancer Institute

e Future training planned for DoD TRICARE contractors -
date not set yet, so if Medicare contractors wish to send
staff to free NCI training, please send email to:

— Andrea Denicoff, RN, MS, ANP at the NCI at
— Email: denicofa@mail.nih.gov
— Phone: 301-496-2522
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