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Japan/USA NCDB Workshop

Meeting Agenda

Tuesday, February 27, 2007

National Cancer Center
(Tokyo)

Room: International Conference Hall (Third floor)

9:00-9:10 Opening remarks
(presented by US PI Dr. Winchester and Japanese PI Dr. Ikeda)

9:10-9:50 History and overview of NCDB
(Dr. Winchster)

9:50-10:10 History and overview of cancer registry system in Japan
(Dr.Sobue)

10:10-10:40 Comparison of population based and hospital based cancer registry
(Mr. Stewart)

10:40-10:55  Break (2™ floor Seminar Room 1-5)



10:55-11:15

11:15-11:55

11:55-12:15

12:15-13:30

13:30-14:10

14:10-14:25

14:25-14:35

14:35-15:05

15:05-15:20

15:20-15:40

Tuesday, February 27, 2007 (cont.)

Current situation of hospital based cancer registry in Japan
(Dr. Nishimoto)

Data standards/registration procedure
(Mr. Stewart)

Discussion with Japanese participants
(Moderators Drs. Ikeda, Winchester)

Break for Lunch

Surveillance and special study-I
Breast cancer
(Dr. Winchester)

Japanese Breast Cancer Registry
(Dr. Kinoshita)

JNCDB for breast cancer as quality measure
(Drs. Mitsumori/Shikama)

Surveillance and special study-II
Colorectal cancer
(Dr. Winchester)

Japanese Colon Cancer Registry
(Dr. Kotake)

Discussion with Japanese participants

(Moderators Drs. Asamura, Winchester)



15:40-15:55

15:55-16:25

16:25-16:40

16:40-16:55

16:55-17:15

18:20

Tuesday, February 27, 2007 (cont.)

Break (2" floor Seminar Room 1-5)

Information technology and data management
(Mr. Stewart)

Electric medical chart and IT in the hospital of Japan
(Mr. Tsuihiji)

General information of current situation of INCDB
(Dr. Teshima)

Discussion with Japanese participants
(Moderators Drs. Teshima, Stewart)

Cocktails



Japan/USA NCDB Workshop

Meeting Agenda

Wednesday, February 28, 2007

National Cancer Center
(Tokyo)

Room: International Conference Hall (Third floor)

9:00-9:40 Quality Measurement-I
Quality Measurement
(Dr. Gay)

9:40-10:20 Quality Measurement-II
National Quality Forum and Measure of Cancer Care
(Drs. Gay/Stewart/Winchester)

10:20-10:40 Discussion with Japanese participants

(Moderators Drs. Teshima, Winchester)

10:40-10:55 Break (2™ floor Seminar Room 1-5)



10:55-11:25

11:25-11:40

11:40-11:55

11:55-12:05

12:05-13:25

13:25-14:05

14:05-14:45

14:45-15:05

15:05-15:20

Wednesday, February 28, 2007 (cont.)

Surveillance and special study-III
Pancreas and Gastric cancer
(Dr. Winchester)

Japanese esophageal cancer registry
(Dr. Tachimori)

Japanese prostate cancer registry
(Dr. Miki)

JNCDB for esophageal cancer and lung cancer as quality measure
(Drs. Kenjo/Sumi)

Break for Lunch

Quality Measurement-III
Cancer Program Practice Profile Reports (CP’R)
(Mr. Stewart/ Dr. Winchester)

Quality Measurement-IV
Electronic Quality Improvement Packets (e-QulP)
(Dr. Gay/ Mr. Stewart)

Discussion with Japanese participants
(Moderators Drs. Teshima, Stewart)

Break (2™ floor Seminar Room 1-5)



15:20-15:35

15:35-15:50

15:50-16:00

16:00-16:20

16:20-17:00

17:00-17:15

17:15-17:35

17:35-17:45

18:20

Wednesday, February 28, 2007 (cont.)
Surveillance and special study related topics in Japan -IV
Japanese uterine cervix cancer registry

(Dr. Kasamatsu)

Japanese lung cancer registry
(Dr. Koshiishi)

JNCDB for uterine cervix cancer and prostate cancer as quality measure
(Drs. Toita/Nakamura)

Discussion with Japanese participants

(Moderators Drs.Asamura, Winchester)

Privacy regulations and data availability
(Dr. Gay)

Patient privacy policy and Public Relation in Japan
(Dr Matsuda)

Discussion with Japanese participants
(Moderators Drs. Sobue, Gay)

Closing remarks
(Drs. Winchester, Teshima,)

Workshop Dinner



Abstract of US NCDB Guest Speakers

History and overview - Dr. Winchester
The National Cancer Data Base has been in operation since 1991, and currently holds
information on over 20 million cancer diagnoses made in the United States since 1985. This
presentation will review the growth and maturation of the data base, and its integral
relationship with the American College of Surgeons approvals program for cancer centers.

Data standards / registry procedures — Dr. Stewart
This presentation will provide an overview of the processes undertaken within the cancer
registration community in the United States over the past 15 years to standardize data
collection and reporting, creating an inter-operable data system that is utilized by Federal
and private data collectors and hospitals across the US.

information technology / data management — Dr. Stewart

As information technology and clinical standards of practice evolve it is necessary to employ
information systems that can communicate and store cancer surveillance data in as optimal
a manner as possible. This presentation will examine the future directions of cancer
surveillance reporting and data transmission standards, and approaches the NCDB have
taken to build and establish a data warehouse io enable the rapid availability of data for
research projects and provide quick summary reporting tools focused on particular disease
conditions or processes of care.

Privacy regulations and data availability — Dr. Gay

The US Congress passed the National Research Act in 1974 in which the National
Commission for the Protection of Subjects of Biomedical and Behavioral Research was
created. This Act became the basis for regulations issued by the federal government’s
executive branch in 1981, amended in 1991, and again in 2002. With the passage of the
Health Insurance Portability Act and Accountability Act’s privacy regulations, published in
2002, the availability of data has required the establishment of Business Associate
Agreements and Data Use Agreements, along with the need for Institutional Review Board
review in instances that are outside the purview of the Business Associate Agreement. This
presentation will provide an overview of the current regulatory environment regarding health
information in the US, and its effects on research, trials development, and clinical care.

Comparisons of population based and hospital based registries — Dr. Stewart
This presentation will provide a comparative analysis of the patient demographics, tumor
characteristics, and clinical treatment of commonly diagnosed cancers in the United States.
Data from the National Cancer Institute’'s Surveillance, Epidemiology, and End Results
(SEER) public use file and the National Cancer Data Base will be presented.

Surveillance and special studies - Dr. Winchester
Breast: Trends and Outcomes of T1a/T1b NO MO Breast cancers
Colorectal: Trends and Outcomes of Stage Il colon cancers
Pancreas: Under utilization of surgery in the treatment of pancreatic cancers
Gastric: Patterns of disease presentation and surgical management of gastric cancers

Quality Measurement — Drs Gay/Stewart/Winchester
US move toward performance measurement: Paying health care providers to meet quality
goals is an idea with widespread appeal. Numerous governmental and private
agencies that pay for healthcare in the US are taking significant steps towards
payment strategies based on quality measurement and incentives. Currently,
participation in these programs is voluntary, but the regulation of payment based on
performance is anticipated. With this in mind, the American College of Surgeons is




using data reported to the NCDB to help facilities capture accurate data and improve
the care of the patient with cancer in order to assist hospitals as they face this
change in financing. This presentation will provide a brief review of health care
finance in the US and survey the current policy environment driving the shift toward
reimbursement based on evidence of the provision of quality care.

The National Quality Forum and measures of cancer care: A consensus process involving a

Cancer

public and private partnership has been developed to establish recognized
performance measures for a variety of medical conditions and circumstances.
Recently, a series of quality of care measures for breast and colorectal cancer have
been evaluated, acceptance of these measures is expected by the early spring of
2007. This presentation will review the development process. of these measures
and provide a summary of the final quality measures under consideration.

Program Practice Profile Reports (CPSR): The NCDB has worked pro-actively to
establish a nationally recognized model for reporting comparative process measures
of the quality of cancer care. Using data from the NCDB to examine the utilization of
adjuvant chemotherapy for AJCC Stage Ill colon cancer patients a reporting
template was developed and implemented for over 1,350 cancer programs across
the United States. This presentation will provide an overview of these reports, and
how hospitals have responded to these reports as demands for performance
measurement have increased.

Electronic Quality Improvement Packets (e-QulP): The NCDB has initiated a series of quality

improvement reports for hospital-based cancer programs to utilize to examine and
refine data collection, case abstracting, and reporting processes. The first of these
“data packets” focuses attention on the breast cancer quality of care measures
currently undergoing final review and comment by other national organizations. This
presentation will provide an overview of the design and utilization of this specific
“data packet” and discuss the issues and processes that local cancer programs may
face as they use these reports to prepare for national adoption of accountability
measures for the management of breast cancer in the United States.



NCDB Receives Data from CoC
Approved Programs

{

Using a National Cancer Registry
to Assess Breast and Pancreatic

Cancer Care

David P. Winchester, MD

American College of Surgeons, Cancer Programs
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Cumulative Cases Captured in the NCDB :
by Diagnosis Year Studies
= Quality improvement:

— Underutilization of surgery and adjuvant therapy
in early-stage breast cancer

— Underutilization of surgery for pancreatic cancer

20.1 million cases

= Rare cancers:
— Evaluation of metaplastic breast cancer

— Predictors of survival for pancreatic
neuroendocrine tumors

6 '87 '88 89 "90 02 "03 04 05

& Clinical Duplicates 8 Analytic €
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Background
Treatment Trends and Factors

Associated with Survival in T1aNO
and T1bNO Breast Cancer Patients

= Numerous studies have shown
comparable survival rates for BCT and
mastectomy

Timothy Kennedy, MD; Andrew Stewart, MA; Kerl Y. Bilimoria, MD;

’ Adjuvant hormonal therapy has become
Stephen F. Sener, MD; and David P. Winchester, MD

standard of care for estrogen-recepior
positive tumors

Studies have demonstrated variability in
national practice patterns

Py
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Objectives

Early stage node-negative breast cancer:

= Evaluate trends in surgical management and
use of adjuvant therapy over the last decade

= Compare survival for T1aNOMO and T1bNOMO

= To identify factors predicting mortality in
early stage breast cancer

HWESTERN b4 AMERJCAN COLLEGE of SURGEONS 5

Methods

= National Cancer Data Base (1993-2004)

— Patient demographic, tumor,
outcomes, and hospital data

staging, treatment,

= T1aNOMO and T1bNOMO patients

— 989,020 patients
— 1,291 hospitals

%7 NORTHWESTERN

Methods

Chi? tests to evaluate utilization trends
over fime

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

Cox Proportional Hazards modeling to
evaluate effect of treatment on survival

3 2 B2 ACRICAN COLLEGE of SURGEONS "

Patient Characteristics

iagnoss Year
Number of Paveris
Age

iokogy
Intiirateg duct carcioma
Lobulsr carcinoma
Intiiatg and lobular carcmema (med)
Vbular adenccarcincma
Mucinous adenccarcaoma
Other spectied types
Tumer Grade
Vieknoderstely Diferertated
PocilyUndtierentated
Hormone Receptor Status
Pestie

Hegatve
Hospral Type
iy
Comprehansive Community
TeschingResesrch
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Treatment Utilization Trends
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i)

Treatment Combination Trends

Surgery end

Surg
Fazebenand  rbrmone Therzsy

Hermone Therazy
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BCS Treatment Trends Mastectomy Treatment Trends

]

L__ 22 SRS, SN

BCS Alone BCSw/ BCSW BCSw/ BCSw
Radiation Radiation&  Radiation& Hormone
Hormone  Chemotherapy  Therapy

Therapy  (w/ or wio HT)

Hommone  Chemotherapy Radiation (W/ wi Other

Therapy orwio Combinations
Systemic  of Adjwant Rx
Therapy)

A N 3 A iy = -
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Radiation Therapy by Age Hormone Therapy by Age

5 NORTHW] i
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Factors Affecting Survival for
Early-Stage Breast Cance

HR 95% ClI Sig.

<50 1.0 (Referent)

5069 144 1.14-181 P=02
6069 321 261-395 P<0001
7078 65  532-7.95 P<0001
>=80 13.67 11.30-17.02 P<0001

BCS Alone 1.0 (Referent)
ECS & Radiation Therapy ~ 0.59 0.53-065 P<0001
BCS, Radiation & Hormone Therapy ~ 0.47 0.42-0.53 P<.0001
BCS &Hormone Therapy  1.02 0.85-1.19 P=85
Mesteciomy Alone  0.79 0.70-0.89 P<0001
& Hormone Therapy  0.69 058-0.82 P<.0001

Cummutative Survival

Tia 1.0 (Referent)
1.15 1.05-1.28  P=04

1.0 )
12 1.09-1.33 P<0001

Adjusted for patient age, treatment, tumor grade
5 NORTHVESTERN

NORTHWESTERN

AMERICAN COLLEGE cf SURGEONS ‘f;
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Conclusion

= Utilization of BCT has increased but
mastectomy rates are still high

= Increased utilization of adjuvant radiation
therapy in the elderly

= Increased utilization of adjuvant hormonal
therapy over the past decade

=3 AMERICAN COLLEGE of SURGEQNS 2

Conclusion

= Five year survival rates are very high

= Factors predictive of mortality are
increased age, tumor size, higher grade
tumors, and breast conservation surgery
without radiation

73
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Elements of squamous metaplasia
Metaplastic patterns can also include
cartilaginous, bony, and/or myxoid areas.

Christopher M. Pezzi MD, Lina Patel-Parekh MHA CHE,

Karin Cole MD, Jan Franko, MD PhD,
V. Suzanne Klimberg MD, Kirby Bland MD,
and the Breast Disease Site Team

= Various combinations of adenocarcinoma,
mesenchymal, and other epithelial
components

= Officially recognized in 2001 as a distinct
pathologic diagnosis (ICD-0O-3)

= Few large published reports
-34 patients (Puts
-100 patients

| Am J Clin Pathol. 1991,

Norns HJ. Hum Pathol
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Methods

= Metaplastic breast cancer (MBC) is a All patients reported to the NCDB with a
different disease biologically than diagnosis of MBC (8575/3) or IDC (8500/3)
infiltrating ductal carcinoma (IDC) of the between January 2001 and December 2003
breast, with different demographics and Year of diagnosis
characteristics at presentation Age at diagnosis

Ethnicity

= MBC is managed differently than IDC Primary tumor size
Lymph node status
Stage (TNM)
Tumor grade
ER and PR status

Initial treatment (surgery, radiation, = 892 patients with MBC reported to the
chemotherapy, hormonal therapy) NCDB during the study period {0.24%)

Surgical treatment by tumor size
Systemic chemotherapy by stage = 255,164 patients with IDC (69.8%)
Pearson chi-square test. p<0.05

= Metaplastic Breast Cancer (n=892): Metaplastic Breast Cancer: New
mean age at diagnosis= 61.1 years Cases by Year (n=892)

= |nfiltrating Ductal Carcinoma (n=255,164):
mean age at diagnosis= 59.7 years

= p=0.001




IDC: New Cases by Year
(n=255,164)

| B MBC (n=892)
| BIDC (n=255,164) |

p=0.001,

ORL:517

41400

Black i i Asian/Pl O

EMBC (n=793})";_“

| (n=238,008) L

TiaTib  Tic (14-20mm) T2 (21-50mm)

(<10mm) N1 or above
T Size (mm)

70%

“‘f-‘;P/j EMBC (n=892) |

_— EIDC (n=256,164)

sov +

: t _esu | sse

SN
Mods ki Grad
Stagel Stage Stage W StagelV  Unknown ’ i Y s aoyor, . Anknokn Grade




P<0.001

TiaTib Tic(11- T2(1- T2(31-

(<10mm)

20mm)  30mm)  40mm)
Tumor Size-T (mm)

T2 (41
somm)

AJCC Stage

Metaplastic
Breast
Cancer

Infiltrating
Ductal
Carcinoma

Metaplastic
Breast
Cancer

Infiltrating
Ductal
Carcinoma

Conservation
373/847
44.0%
147,814/241,192

61.3%

No
Chemotherapy

416/892
46.6%
47 55164

9%

Mastectomy
471/847
55.6%

92.424/241 192

38.3%

Chemotherapy

476/892

53.4%

f

42.1%

= MBC is being reporied more frequentiy to
the NCDB, but remains a rare breast

malignancy

s MBC is a different disease biologically

than iDC

- larger tumor size

— less nodal involvement
- more advanced stage

— poorly or undifferentiated tumor grade
- hormone receptor negative

=~
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Surgery, radiation and chemotherapy
decisions and treatment are currently
similar to IDC, for lack of data

Results of current treatment (recurrence
and survival data) will be available in 2007-8

National Failure to Operate
on Early-Stage Pancreatic Cancer

Karl Y. Bilimoria, MD; David J. Bentrem, MD;
Clifford Y. Ko, MD, MS, MSHS; Andrew K. Stewart, MA;
David P. Winchester, MD; Mark S. Talamonti, MD

Nortt ern University, De; tment of Surgery

Amencan College of Surgeons, Cancer Programs

Background
= Pancreatic cancer
— Incidence: 37,000 cases/year

— Deaths: 33,000 cases/year (4™ leading cause)

— Less than 20% are resectable at diagnosis

Background

Over last two decades, multiple studies have
demonstrated improved safety for pancreatectomy

Long-term survival improvemenis have been elusive

Surgery remains the only potentially curative
treatment for early stage disease

Pessimism persists regarding the efficacy of surgery
ior pancreatic cancer

Hypothesis

s Surgery for resectable pancreatic cancer is
underutilized in the United Staies






