Objectives Methods

= To assess and characterize utilization = National Cancer Data Base (1985-2003)
of surgery for early-stage, resectable

; : X ~ Patient demographic, tumor, staging, treatment
pancreatic cancer in the United States outcome, and hospital data

— Reasons for not undergoing surgery

= Advanced age. comorbidities, patient refused, not offered

= To identify factors predicting the
underutilization of surgical treatment

= 301,033 pancreatic adenocarcinoma patients
= To evaluate the impact of pancreatectomy - 14,847 patients with pretreatment, clinical Stage |

on survival (TAINOMO and T2NOMO)

Methods Patient Characteristics

Mumber of patients 14 847

Gender Tumer Location

= Chi? tests and logistic regression to e Bpe e

Female 1500 (10 1%)

identify predictors of underutilization e

<55 years 5 Fasiiy Type
56.65 years 5 Acsdemc 5,597 (37 7%)
€575 years Communty 9250 (623%)
7625 years

>e5 years NCCHMCI Centers

= Survival estimated by Kaplan-Meier ' )

e Biefiel
. it 12,120 (81 7%) 9,746 (65 6%)

method and compared with log-rank tests ey |

S 22y i

= Cox Proportional Hazards modeling to Rousd R ol

Mountamn 475 (32%)

. i £ 4%) Paciic 1.900 (128%)
evaluate effect of surgery on survival e 2 e i e

470 (9 9%)

1
2,276 (16.0%)

Northeast 247 (57%)

Treatment Trends in Stage |

Bl ettt il Utilization of Surgery

Clinical, pretreatment Stage |
(N=14,847)

@;w\ \ No Surgery
3,740 (25.2%)) 11,107 (74.8%)
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Factors Predicting

Potential Factors Predicting Surgery Non-Utilization of Surgery

Gender
Age
Race Predictor Odds Ratio (95% Cl) ~ Significance

Insurance status Age 275 0.38 (0.33 - 0.44) P<.0001
Tumor Location within the Pancreas
Annual income

Education level Medicare 0.47 (0.27 - 0.84) P=.001

Black 0.85 (0.75 - 0.98) P<.0001

Census region Pancreatic Head  0.67 (0.57 - 0.79) P<.0001
Hospital Case Volume

Facility type
— Academic vs. Community Community 0.56 (0.52 ~ 0.61) P<.0001
— NCCN/NCI vs. Non-NCCN/NCI

Low Volume 0.68 (0.59 - 0.78) P<.0001

Non-NCCN/NCI 0.37 (0.31 - 0.45) P<.0001

Factors Predicting

Surgery Utilization by Hospital Type Parbrrancas of Sirashy

§
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Predictor Odds Ratio (95% Cl) Significance

Age < 55 0.38 (0.34 - 0.43) P<.0001

White 0.82 (0.74 - 0.91) P<.0001

Pancreatic Tail 0.57 (0.35 - 0.94) P<.0001

NCCN/NCI 0.40 (0.34 - 0.48) P<.0001
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Impact of Surgery on Survival Conclusions

>45% of resectable patients failed to undergo surgery

Surgery was utilized less often for the elderiy; Bla
Medicare patients; pancreatic head tumors; and &
volume, Community, 2nd non-specizalized hospitals

ive Survival

cks;
t

Survival was significantly better for those patients who
were selected to undergo surgery

Opportunity to improve cancer care in the United States
Hazard Ratio {85% CI) by offering surgery to all approprizte patients
Clinical Stage | - Pancreatectomy 1.00 (Reference Category)
Clinical Stage | - Not Ofiered Surgery 1.55 (1.46 — 1.66) s
Stage IV disease (no surgery) 2.35 (2.19 — 2.51) =
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= Pancreatic Neuroendocrine Tumors (PNET)
are rare tumors

Better prognosis than adenocarinoma

Factors predicting survival to guide
treatment and offer prognostic information
have been difficult to identify

= To examine features of PNETs using the
largest collection in the world

= To identify factors predicting survival for
patients with PNETs using univariate and
multivariate methods

Using the National Cancer Data Base (1985-2004)
- >350,000 patients with pancreatic tumors
- identified 9,821 patients with PNETs

Survival estimated with Kaplan-Meier method and
compared using log-rank tests

Cox Proportional Hazards modeling to identify
factors predicting survival

Number of patients , 3,851 (39.2%) 5,970 (60.8%)

Histology
Neuroendocrine carcinoma 8244 (85.0%) 3232 (83.8%) 5112 (85.6%)
Insulinoma 360 (3.7%) 203 (5.3%) 157 (2.6%)
Gastrinoma 201 (3.0%) 3 150 (2.5%)
VIPoma 80 (0.8%) (1.0%) 41 (0.7%)
Carcinoid 773 (7.5%) 224 (5.8%) 508 (8.5%)

All Patients

Resected Patients

Non-Surgical Patients

Humber of Fatients
PATIENT
Gender
Hale
Female
<55 years
55— 75 years
>75 years

While

Lecation vithin pancreas

Tail
Diffuse or HOS

9821

5173 (52.75)
4635 (47.3%)

3858 (40.4%)
4488 (45.7%)
1285 (13.6%)

7914 (20.6%)
1028 (10.5%)
152 (1.5%)
437 (4.4%)
23¢ (2.9%)

3336 (34.0%)
774 (7.9%)
2 5)
3645 (37.1%)

3851 (39.2%)

3289 (55.2%)
2672 (44.6%)

2092 (35.0%)
2826 (47.3%)
1052 (17.6%)

4835 (81.0%)

188 (3.1%)

2031 (34.0%)
412 (6.5%)
54 (16.1%)

2553 (42.9%)

5570 (80.8%)

1884 (48.9%)
1956 (51.1%)

1876 (48.7%)
1652 (43.2%)
313 (8.1%)

3078 (80.9%)
425 (11.4%)
65 (1.8%)
165 (43%)
101 (26%)

1305 (33.9%)
362 (9.4%)
1102 28.6%)
1082 (28.1%)
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<20cm 278 (162%)
21-40 16201 0%)
1 )

41-60
€100
100
Nede negate 1523 (55 4%) 502 (25 4%) oe- oo
Node poctue 1452 (43 6%) 732 (44 6%)
3
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Clesr 7267 (55.0%) 1203 (81 1%) 3 H
Mricscope  245(33%) 245 (15 2%) @ =
Gross  £2(23%) 2 (37%) i = 24
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TREATMENT N Ressction

Surgery
rucieaton 818 (125%)
Pancresticdusdeneciomy 1 122031 7%)
Daal 764 (19 %)
Fancrestecimy 255 (9 %)

ther pancrestectomyNCS
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2 £ ; Grade 1-2
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024 024 W1 (hver)
Grade 34
Carcinoid
¢ s e e o®  ow om B = - 3 w
Months. Months
e o
» %

Ratio e i
(95.0% intervay _ Significance (95.0% gaza_rd Ra‘“?merval) Significance

<S5years 1.0 (Referent)
55-75 years 157 (1.28 - 1.81) G
- = rade
>75 years 3.04 (217 -4.25)
LowGrade 1.0 (Referent)

High Grade 2.03 (141-292)  P<0001

Histolegy
Heuroendocrine carcinema 1.0 (Referent)
Insulinoma 0.73
Gastrinoma 052
Carcincid 084 ! 3)

Surgical Procedure
Distal Pancreateciomy 1.0 (Referent)
Enucleation 0.85 (0.47 — 1.55)
Whipple 163 (1.03 - 2.57)
Total Pancreatectomy 1.52 (0.91-2.54)
Other Surgery 1.26 (0.79-1.98)

Functional Status
Functional 1.0 (Referent)
Hon-Functional 145 (105-197)

Tumor Size

1.0 (Referent)
1.07 (0.7 - 1.49)
114 (0.£0-1.63)
084 (065-1.34)
110 (@70-1.73)

Margins
Clear 1.0 (Referent)
Microscopic 0.91 (0.58 — 1.45)
Gross 1.72 (0.95-3.12)

Nedal Stzius
Node negative 1.0 (Referent)
Node positive 118
Distant Metastases

0.85 - 1.45)
‘ ! Chemotherapy
None 1.0 (Referent)
Liver 71 (1.38-214)
Oiher 378 (1.51 —9.43)
e = =

Chemotherapy 1.0 (Referent)
No chemotherap 0.96




= Advanced age, non-functional tumor status,
presence of distant metastases, and poorly
differentiated tumors were independent predictors
of worse survival

= Tumor size and nodal status did not affect survival

= | arge tumor size and nodal involvement should
not exclude patients from a potentially curative
resection

Identify and assess quality measures

Validate staging systems

Evaluate rare cancers

Identify factors predicting outcome
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Assessing and Measuring the
Quality of Cancer Care

+

The Scope of Current Initiatives in
the United States

Osaka Medical Center for Cancer and
Cardiovascular Disease

March 5, 2007

Commission
on Cancer

National Cancer Data Base
Hospital Comparison Benchmark Reports
Cases Disgnosed 2000 - 2004

RS

liser Tip Shest
National NCDB

Type of Report

Hospital Selection
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STAGE of Breast Cancer Diagnosed in 2000 & 2001

STAGE * HOSP * PERC
0* My Hosp. * 14.65%
Other * 16.79%

1#* My Hosp. * 34.88%
Other * 39.31%

11 * My Hosp. * 33.95%

Other * 31.17%

III * My Hosp. * 7.21%
Other * 6.01%

IV * My Hosp. * 4.65%
Other * 3.11%

Unknown * My Hosp. * 4.65%
Other * 3.60%

stacE [ other

|_Source: NODR, CacL 4008

The Quest for Healthcare
Quality

The degree tc ich health services for individuals and populations

100d of desired health outcomes and are

Noted that the quality of cancer care
varies m th' United S(dtL‘L

m

STAGE / TREATMENTof CoOon Canw Dhgnosod in 2000

Al ot - Dot From 1338 Hospias
cun. cun.

FREQ. FREQ. PCT. PCT.
S0TE SO76  T.32 7.32
14258 13334 20.56  27.88
18430 37764 26.58  54.46
15512 53276 22.37 76.83
11560 64776 16.58 93.41
10 84786 0.01 83.42

4561 6IMT  6.58 100.00

Surgery, Radiation & Chesotherap
[ other Specified Treatment Cosbin
[ Mo 1=t Course Rx

Piruident + Nows + Vioe Prosaciens + §listory & Tourx » Fint Lady « Mo Cheocy

The White House VOUS GNCENT KO8 SRS, CONTICT BRI AT AT S 3k
¥,

By the authonty vested in me as President by the Constiution and the laws cf the United States, and i order
1o ke fedaraly led efots Lo mplement rore transparent and high-quaidy heaith care, 115 hereby
ordered

Sectien 1 Pupose 15 the purpose of er to ensure that health care programs adeinsstered cr
spansored by the Federal Govemment promote quably and eficient debery of health care thiough the use of
hasth riomalon techeclog, rantpaesncy agarding heukhcace uaky and prce. aod beta Rerives for

cianes, enroliees, and pronders purpose s of this crder to make relevant
TRCTTISON ST TOTIESE md—nm rr.u res 3 mm TERIRY PSR T aric i
collaboraticn with simvlar intiatwes m the prvate sector and e Feders pdbc sector Censistent with the
purpose of improving the Guakty and efficiency of health care, the acticns and steps taken by Feceral
Goverment agencies shoukd nl incur addtional costs for the Federal Government



Criteria for Selecting a
Measure

Must be based on high-level evidence.
Must be common across the spectrum of providers.
Must be logical to providers and programs.

Must address aspects of care that can be modified
by providers and/or programs.

Must be derived from existing data sources.

Quality of Cancer Care
Breast Measures from CoC

Radiation therapy is administered within 1 year (365
days) of diagnosis for women under age 70 receiving
breast conserving surgery for breast cancer.
Combination chemotherapy is considered or
administered within 4 months (120 days) of diagnosis
for women under 70 with AJCC Tlc, or Stage II or III
hormone receptor negative breast cancer.

Tamoxifen orthird generation aromatase inhibitor is
considered or administered within 1 year (365 days) of
diagnosis for women with AJCC T1c or Stage II or III
hormone receptor positive breast cancer.

d, harmonized with ASCO/NCCN

Electronic Quality
Improvement Packet (e-QuIP)

+

Web-based application offering estimated performance
rates based upon concordance with widely accepted,
nationally recognized standard of care guidelines:

3 breast measures; 1 colon measure; 1 rectal measure

Retrospective case review: 2003 and 2004 data
presented based upon submission to NCDB
Interactive online reconciliation tool to update case information
Subsequent years added annually

Feedback reports designed to allow cancer committee
review quality of:

Registry data

Physician charting

Quality of cancer patient care

Cancer Quality Initiatives

._'__

Pt |

ACoS Commission on Cancer
CoC Approvals Program

ASCO/NCC

NICCQ: brea

m
College of Ameri
Pathology R:
State Cancer Plans
ACCC Standards for Oncology programs
Canadian groups
Cancer Care Ontario

a Pro

Reporting Protocols

Quality of Cancer Care
Colorectal Measures from CoC

+

At least 12 regional lymph nodes are removed and
pathologically examined for resected colon cancer.
Adjuvant chemotherapy is considered or administered
within 4 months (120 days) of diagnosis for patients
under the age of 80 with AJCC Stage III (lymph node
positive) colon cancer.

Radiation therapy is considered or administered within
6 months (180 days) of diagnosis for patients under
the age of 80 of with clinical or pathologic AJCC
T4NOMO or Stage 111 receiving surgical resection for
rectal cancer.

res, as stated, harmonized with ASCO/NCCN

e-QulIP Measure
Specifications

Measures contingent upon pathologically
confirmed tumor identification

Missing, incomplete or unknown data removes case
from analysis
Results in under-representation of performance rates

Measures are currently loosely defined to help
cancer programs capture critical components
of measurement

Treatment received or not received




Example: Measure Assessment Rules

electronic Qualty Improvement Packet
-QuiP for Breast Cance
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Treatment Modality Reported for

Stage III Colon Cancers: 1990
2002
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*—Surgery Alone
Surgery, Chemo & BRN
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Neighicd Proportion of o jon Lanc x
sbgfIlE Colon Calce?k . CoC-Appr My State
o Cases -xl\ u;;gw; NCDE Demo Hospital in California, Cltiville, CA - 2000009
wille, CA -

My Bospatal 1 | 63 8-100 © 4« e
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Modeled Distribution of 35 CoC-Approved Changing Distribution of Performance Rates
Programs in Washington State by % of for ACT for Stage III Colon Cancer by Annual
Cases Receiving ACT Case Volume for 1,299 CoC-Approved

+ L Prograds

B
o
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Weighted Average of the % of ACT treated/considered patients

Performance Rates for ACT for Stage 111 Performance Rates for ACT for Stage III
Colon Cancer by Annual Case Volume for Colon Cancer by Annual Case Volume for

1,299 CoC-Approved Programs in January 1,299 CoC-Approved Programs in January
ik 07 for Cases Diagnosed 1998-2003

Annual Case Volume
Annual Case Volume

Performance Rate: January 2005 Performance Rate: January 2007




Patient Privacy Regulations and
Medical Information:

Data Availability in the United States

Commission
on Cancer

Promulgation of Federal
Regulations

» Office for Protection from Research Risks, 1972

— Now the US Department of Health and Human
Services' (DHHS) Office of Human Research
Protections (‘OHRP")

— Principle regulatory arm
» National Research Act, 1974

— Title Il - National Commission for the Protection of
subjects of Biomedical and Behavioral Research

- Issued 17 reports, the most important being the
Belmont Report, 197

— Basis for re uk ed in 1981

Administrative
Simplification Act

lation including up to $25
serious incident

Foundation for the Rights to Privacy

Constitutional
Provisions

Statutory Common Law
Provisions Provisions

Code of Federal Regulations
(45 CFR)

DHHS Regulations for the Protection of Human Subjects,
45 CFR part 46, 1/19/1981

— Incorporated k alp om the nont Report
- Re fo

Common Rule, 1991
Health Insurance Portability and Accountability Act

Who Are Covered Entities?

HIPAA standards apply only to;

— Health care providers who transmit any health
information electronically, directly or through a
Business Associate, in connection with
certain transactions

— Health plans

— Health care clearinghouses
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Impact of HIPAA on the
Commission on Cancer (CoC)

» Survey process for Cancer Program
Approval.

» Collection of data for the National Cancer

Data Base (NCDB).

Health Care Operations

» Administrative, financial, legal and quality
improvement activities.

— Quality assessment and improvement activities.

— Approvals / accreditation.

What Is the American College of
Surgeons (ACoS) Doing to Be
HIPAA Compliant?

» The ACoS has entered into Business Associate
(BA) Agreements with all CoC-Approved Cancer
Programs to:

— Safeguard and maintain the confidentiality of all
protected health information (PHI)

— Provide programs with aggregated comparative
analyses on practices and outcomes for the purposes
of quality improvement activities

— Enter Surveyor Agreements to assure Surveyor
compliance with the ACoS’ BA agreement.

Il Yotuia
- The CoC as a Business Associate

» CoC pursues continuation of activities in the role

of a Business Associate (45 CFR Section
160.103).

By definition a Business Associate is an
organization or a person who performs a
function or activity on behalf of, or provides
services to the core functions of a Covered
Entity and involves Individually Identifiable
Health Information.

What Is the Role of the CoC Under
HIPAA?

= The CoC serves approved cancer programs (covered
entities) in the capacity of a “business associate” by:

analyses of appro
eparing comparati
a analyses, to allo

Continuing

approval body for cz
programs

Concept of a Limited Data Set

5 164 514(e)

+ A limited data set is permissible for research,
public health, or health care operations
purposes if the covered entity uses or discloses
only a “limited data set as defined in §
164.514(e)(2).

A “data use agreement,” as defined in §
164.514(e)(4), is in place between the covered
entity and the business associate.




Standards Defining a Limited Data Set

§ 164.514(c), p. 53235, Federal Register, Vol. 67 (157), 8/14/2002

Federal regulations specify the removal of

1
2
3
4
5
6
7

the direct patient identifiers:

Name 8. URLs and IP addresses
Street address 9. Full face photos, etc
Phone/Fax numbers Medical record numbers
E-mail address Health beneficiary nos
Social Security No Other account nos
Certificate/license no Device ids/serial nos
Vehicle identifiers Biometric identifiers

Submission of Cases to the NCDB

» Covered entities can use or disclose
individually protected health information to a
B.A. for purposes of health care operations,
such as quality improvement and approvals.

» The data NCDB receives are defined as a
limited data set.

Gathering Treatment/Follow-Up
Information Reported to the NCDB

Through the College’s role as a Business Associate and
the body to grant approval status

The law allow covered entities to disclose protected health
information to each other provided each entity has or had a
relationship with the patient if information is needed for individual
healthcare operations; e.g., quality improvement and/or approvals
= Registrars, as agents of covered an ask for this information

anagement and cancer registry standards (CoC

eeting quality improvement standards (CoC Standards 8.1-8.2)

General Considerations

» What impact will HIPAA have on:

— Submission of cases to the National Cancer Data
Base (NCDB)?

— Cancer conferences?

— Obtaining information on completion of initial
treatment information on patients who have the
majority of the treatment outside of the hospital
setting?

— Case follow-up with patients’ individual physicians?

Cancer Conferences

= Cancer conferences are critical to a cancer program'’s
approvals. The final HIPAA regulations

— “Accommodate the var Circums E ed entity
- particularly so in the inition of the relations h the B A

— State that “A covered entity's polic
allow appropriate individuals within an entity to have act
Protected Health Information (PHI) as necessary to perform their
jobs with respect to the entity's co d functions

Federal Register, Aug. 14, 2002, p. 53197, 53248

Reasoning

The College’s activities related to the standard
for follow-up are for purposes of quality
assessment and improvement. Ouicome
evaluation is part of that improvement.

— Such activities are specifically allowed in paragraph (1) of the
definition of health care operations in the ruling

Section 164 506(c)(4)'s specific reference to the past (*had”)
means that a covered entity can obtain information about a
patient for quality assessment and improvement purposes even
if the patient no longer has a direct relationship with that covered
entity.




Conclusion

= Privacy, though not guaranteed in the US Constitution, is
a very real factor to consider in the maintenance of the
NCDB Commission

on Cancer
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