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MEDICAL STANDARD OF CARE

» A treatment guideline that specifies appropriate
treatment based on scientific evidence and
collaboration between medical professionals .

» Treatment standards applied within public hospitals to
ensure that all patients receive appropriate care
regardless of financial means.

» The level at which an ordinary, prudent professional
having the same training and experience in good
standing in a same or similar community would
practice under the same or similar circumstances.

Wikipedia, accessed Aug 7, 2012 ©2012 BHGL Al rights reserved.



BREAST CANCER EPIDEMIOLOGY
GLOBAL DISTRIBUTION OF DISEASE

Breast cancer (deaths in thousands [95% uncertainty intervals])

15-49years =50 years Total
Global

94-0(87-1-102-3) 331-2(269-9-352-8)  425-2(358-6-4534)
Developing

67-8 (61.6-74-2) 145-9 (125-8-160-2) 2137 (188-6-231-2)

Developed 261(24-1-29-4 1853 (143-2-200-4)

211-4 (169-3-228-5)

Cervical cancer (deaths in thousands [95% uncertainty intervals])

15-49years =50years Total
Global

Developing

559 (39-5-78-7) 1441 (98-9-1957)

200-1(139-0-276-3)
462 (32.7-643) 1092 (73-1-1463)

1554 (106-2-212-1)
97 (6-8-131) 35-0 (25-6-49-3) 447 (32:3-62-3)

Developed

Forouzanfar, Lancet Oncol 378:1461, 2011

© 2012 BHGI. All rights reserved.



BREAST CANCER EPIDEMIOLOGY

STAGE AT DIAGNOSIS: UNITED STATES VS. INDIA

stAGe  extent LOU
0 Noninvasive  100%
e o
| e
I gvances 57%
v Ve g

DISTRIBUTION
USA INDIA
16% — || usa:
90% DCIS or
early staged
40% 1% invasive
di§eose qT
34% 23% ! diagnosis
INDIA:
6% 52% 76% locally
advanced or
metastatic at
4% 24% diagnosis

Sources: SEER Survival Monograph (NCI), 2007;

Chopra, Cancer Institute Chennai, 2001

© 2012 BHGI. All rights reserved.



WORLD BANK COUNTRY GROUPS

\WWORLD BANK CLASSIFICATION (ATLAS IMETHOD)

World Bank Low
Country Groups Income
(GNI per capita) (5995 or less)
Average female life
expectancy at birth >7.8 yrs
Average GNI per capita
(2009 US dollars) $403
Total national health 522
expenditure per capita
Fraction of GDP spent

’ 5.1%

on health care

Lower

Middle Income
($996 - $3,945)

69.3 yrs

$1,723

S76

4.3%

Upper High
Middle Income Income
(53,946 - 512,195) (512,196 or more)

74.4 yrs 82.4 yrs
S6,314 $36,953
S458 S4,266
6.4% 11.2%

Health expenditure figures 2010 for calendar year 2007; GNI = gross national income
http://data.worldbank.org/data-catalog/health-nutrition-and-population-statistics.

© 2012 BHGI. All rights reserved.
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SOCIAL AND CULTURAL RIGHTS (ICESCR), ARTICLE
12(1)

“The States Parties to the present
Covenant recognize the right of
everyone to the enjoyment of the
highest attainable standard of
physical and mental health.”

SLIDE CREDIT Beth R|V|n, MD © 2012 BHGI. All rights reserved.



A
A&’A meBreast Health Global Initiative




A
A&’A meBreast Health Global Initiative




A
L&’A meBreast Health Global Initiative

ULOBAL SUMMIT 2005 — BETHESDA

RESOURCE STRATIFICATION

EARLY
DETECTION

HEALTH

R DIAGNOSIS
SIS s

TREATMENT
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BHGI GUIDELINE DEVELOPMENT

> Comprehensive guidelines by selected expert panels

» Consensus opinions based on evidence review

> Publication offa) consensusandib)individual manuscripts

Global Summit 2002: Health Care Disparities

Global Summit 2005: Resource Stratification

Global Summit 2007: Guideline Implementation

Global Summit 2010; Optimizing Delivery of Care

© 2012 BHGI. All rights reserved.
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GLOBAL SUMMIT 2005 — BETHESDA
RESOURCE STRATIFICATION

» Basic level: Core resources or fundamental services necessary
for any breast health care system to function.

» Limited level: Second-tier resources or services that produce
major improvements in outcome such as survival.

» Enhanced level: Third-tier resources or services that are
optional but important, because they increase the number
and quality of therapeutic options and patient choice.

» Maximal level: Highest-level resources or services used in
some high resource countries that have lower priority on the
basis of extreme cost and/or impracticality.

© 2012 BHGI. All rights reserved.
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BHGI GUIDLINE TABLES

EARLY DETECTION

HEALTH CARE SYSTEMS

Level of

resources Patient and Family Education

arding primary

Human Resource Capacity Building

on, diagnosis and tr

Nursing education re ca
management and emoti

Pathology technician edut
handing and specin

Nursing education re breast cancer diagnosis,
treatment and pt management

Imaging technician education re imaging
technique and quality control

Volunteer recruitment corp to support care

Organization of nafional voluntaer network
Specialized nursing oncology training
Home care nursing
Physiotherapist & ymphedema therapist
On-site cytopathologist

Organization of national medical breast
health groups.

Systemic Treatment (Adjuvant)

Chomotnerspy  Endocrine Therapy _ Blologlcal Therapy

y datection and
Basic seff examination
uiturally aday
and family education services
Group or one-on-one counseling involving
family and peer support
Limited
Education regarding nutiion and
Education regarding survivorship
Enhanced Lymphedema education
Education regarding home care
Maximal
Levelof Local-Regional Treatment
resources Surgary Radiation Therspy
Modified radical
PRI hiocified racical
Classical CMF§
Limited
AC.EC, orFACS
Enhanced
Maximal

Cancer: 113

Patient Navigation Cancer Care Faciity Breast Care Conter

Field nurse, midwife of heaithcare provider
5 patients to central faciity for diagnosis
ind treatment

Cincal informaton systems

eatm s
r (staff member
faciitates patient triage through
sis and treatment

magrg tacky
Intermal patrology laboratory

Fadaten haracy

Patient navigation team from each discipline
supporis patient “handoff” during key
transitions from specialistto specialst to
ensure completion of therapy

STAGE Il

DIAGNOSIS

Levelof Local-Regional Treatment Systemic Treatment (Adjuvant)
resources
Mo radica
BN iociied radical
ectomy
Breast
consenving | Postmastectomy
B irradition of
- chest wall and
Bl Sertine! ymen | regional nodes
node (SLN) for high-risk
biopsy with cases’
blue dyel
SLN biopsy using
radiotracert
Enhanced Breast
reconstucton
Maximal

(8 suppl), 2008

Level of Level of
resources Public Education and Awareness Detection Methods resources Clinical Imaging and Lab Tests Pathology
gnesis obtained for
ion by any available
ally sensitive, proces
ocal educat
N for target populations to Clinical history. a1
L= of early detection, breast cancer rsk factors Clncal history and 52
and breast health awar Basic
(education + seff-examination)
assessment of res
Determination
Cuiturally and linguistically appropriate ) e ™
targeted outreach/education encouraging CBE Diagnostic breast US +/- diagne:
[EUTS'IN  for age groups at higher risk administered | Mammography in women with positive CBE Determination of ER status by IHC}
at districtiprovincial level using healthcar Mammographic screening of target group® S-guided FNAB of sonographicaly | piin chest and skelealradiography inatin of margn status, D
providers in the field o suspicious axlary nodes resence of
Limited Liver US
Sentne!lymph node (SLN) biopsy . nor touch prep
‘with blue dyet Blood chemistry prof N analysis
Complete blood count (CBC)" 5
Mammographic screening every 2 years in
Regional awareness programs regarding women ages 50-50°
ZIER  breast heaith linked to general health and : : .
e e Consicer mammographic screering every e
12-18 months in women ages 404 = overexpression or gene ampification§
Determination of PR status by IHC
Consider annual mammographic screening in
Maxi Natonal awareness campaigns regarding CE e
imal breast health using mecia — 8 "
ing Otherimaging technologies as appropriate for Maximal
high-risk groups
rof Local-Regional Treatment Systemic Treatment (Adjuvant or rof Local-Regional Treatment Systemic Treatment (Palliative)
resources. Surgery Radiation Therapy ~ Chemotherapy  Endocrine Therapy  Blological Therapy resources Surgery Radiation Therapy ~ Chemotheraspy  Endocrine Therapy  Supportive Therapy
Total mastectomy
Oophoreciomy or ipsilater
Preoperative | Oophorectomy in LE:S‘ “m:,‘
. Modifid radical anothen premenopausal .
Basic ‘ectomy wiomen Basic
Tamoxifent
P ———— Classical CMF#
- irradiation of e ;
Limited Anthracycine
Limiied chest wall and § i radiation therapy | monotherapy or
regional nodes” in combination
Breast-
conserving
whole-breast
A .
Enhanced iradiation as Enhanced omatase | sishosphonates
part of breast-
Maximal Maximal

© 2012 BHGI. All rights reserved.
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METRICS & QUALITY IMPROVEMENT

Patient Factors

PROCESS OUTCOME

Diagnosis and staging
Cancer treatment

W Survival

B QOL
Symptom management _ _

Z W Satisfaction

Surveillance
STRUCTURE

Resources (e.g.
radiation)
Coverage and
reimbursement

© 2012 BHGI. All rights reserved.
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BHGI SYSTEMS METRICS

Level of

resources Early Detection

# Pts with documented H&P /
# Pis evaluated

Descnpticn.: The ratio of the
number of patients who have a
recordad history and physical
exammation within the targe!
group to the number of patierts
who were clinically evaluated
within the target group for a center
or program arowding organized
breast healthcare

% PIs with CBE-detected
abnormalities who undergo breast
imaging for work-up

Limited

Diagnosis

# Pts with tissue dx / # Pts
with suspic. mass

Description: The ratio of the
number of patients who receive

g tissue diagnosis (benign or

malignant) to the number of
patients who had a "suspiclous

mass" (fnding on CBE that
the clinical examiner considers

ahnormal and tharefore warranting
further evaluation)

% P1s wilh biopsy-proven cancer
diagnosis who have documented
TNM stage

Treatment

# Pts freated for ca/ # Pts
with tissue dx ca

Description: The ratio of the
wmber of patients who receive
cancer freatment of some fashion
(surgary beyond surgical biopsy,
radiaion x and/or systemic tx) o
the number of patients who had a
tissue diagnosis of cancsr.

% PI1s with ca diagncsis who
stan treatment within 1204 of
tissue diagnosis

Median pathologic tumor size

Description; The medan
pathologically determined size of
invasive breast primary tumors
within the target group for a center
or program providing organized
breast healthcare.

% cancer P1s who have TNM
stage | or ll disease at initial
biopsy-proven diagnosis

% Pts age 50-69 who had
screening mammeogram within

past 24 months

% Pts with biopsy-proven cancer
diagnosis who have documented

HER-2/neu status

% Pts treated by lumpectomy
starting XRT within 120d of las!

surgical precedure

% cancer PLs who have TNM
stage | or Il disease who at 5 yrs
have no evidence of dissase
recurrance

Maximal category process metrics
determinad based upon standards
of care in high-income countries

Maximal

Maximal category process metrics
detarmined based upon standards
of care in high-ncome countries

Maximal category process metrics
determined basad upon standards
of care in high-income countries

Maximal category process metrics
determined basec upon standards
of care in high-income countries
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Development of culturally sensitive,
linguistically appropriate local education
programs for target populations to teach value
of early detection, breast cancer risk factors
and breast health awareness
(education + self-examination)

Clinical history and CBE

Breast health awareness regarding value
of early detection in improving breast
cancer outcome

Culturally and linguistically appropriate
targeted outreach/education encouraging CBE
for age groups at higher risk administered
at district/provincial level using healthcare
providers in the field

Diagnostic breast US +/- diagnostic
mammography in women with positive CBE

Mammographic screening of target group*

Downsizing of symptomatic disease

ammographic screening every 2 years in

Regional awareness programs regarding women ages 50-69* Downsizing and/or downstaging of
breast health linked to general health and : : : asymptomatic disease in women in highest
women's health programs Consider mammographic screening every yield target groups
12-18 months in women ages 40-49*
||
Consider annual mammographic screening in
National awareness campaigns regarding women ages 40 and older Downsizlngcadf;dlor do;‘wwtaglngl Ofa!l
breast health using media asymptomatic disease in women in
Other imaging technologies as appropriate for risk groups

high-risk groups'
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Public Participation Health Care Delivery

R =

21



LMC IMPLEMENTATION RESEARCH
Low INCOME COUNTRY.

Screening Attitudes in Muslim Women

© 2012 BHGI. All rights r




A
.& meBreast Health Global Initiative -
AVA

LMC IMPLEMENTATION RESEARCH
BREAST CANCER SCREENING IN GAZA

> Survey: 100 women living inside Gaza (WIG) and 55 Gaza
women residing outside Gaza (WOG):

> >90% of both willing ternave a diagnostic mammogram
for a breast complaing

> 86% of WIG and 85% off W@G believe survival increased
with early detection,

> However, only 27% off WIG and 50% WOG were willing
t0 UNdergo screening mammograpny.

Shaheen et al, The Breast, 20:S30-34, 2011 ¢ 2012 suar Al sights reserved.



LMC IMPLEMENTATION RESEARCH
LOWER-MIDDLE INCOME COUNTRY

Early Detection and Patient Triage

© 2012 BHGI. All rights reserved.




Pilot project

 One health network within
the region of La Libertad
In Peru.

« Based on the use of CBE
performed by midwives,
followed by referral of ‘“'(7 S
women with suspected
masses to the local * L
hospital for evaluation by
trained physicians.

RPATH

Slide used with permission fro



Breast cancer care model

« Mammography

* Pathology
,,;1» Regional Cancer Institute * Surgery
= (Trujillo) « Chemotherapy

* Radiotherapy

La Fora Reference Hospital * FNA

* Community education
« CBE

s & SPATH

Photos courtesy of Ben Anderson S“de Used W|th permiSSiOn fro

Health Centers




Two phases

 Phase 1:
— Pilot demonstration of the model of care.
* Phase 2:
— National scale-up of the model.
— Integration of post-treatment support for patients:

« Clinical support at the local level for women who
need follow-up care and monitoring.

» Psychosocial support in the community.

RPATH

Slide used with permission fro



BREAST CANCER EPIDEMIOLOGY
UPPER-MIDDLE INCOME COUNTRY

National Early Detection Program

© 2012 BHGI. All rights reserved.




INSTITUTO NACIONAL
DE CANCEROLOGIA meBreast Health Global Initiative

EMPRESA SOCIAL DEL ESTADO

G

Pilot project for the introduction of
breast cancer early detection
programs in Colombia

Raul Murillo, MD, MPH

National Cancer Institute
Bogota - Colombia



Study design for early detection of
breast cancer in women 50 to 69

Cluster randomized trial

(Early stages from 30 to 60 per 100,000)

v v
Control arm Intervention arm
Enrollment of 10,000 women Enrollment of 10,000 women
| |
- Training for GP, nurses,
No training radiologists, technicians, BS
I I
Screening activities Screening program
on current bases implementation in HC
I I
Women screening on Systematic opportunistic
current bases screening (M & CBE)
| |
One year follow-up One year follow-up

Comparison of outcomes

Murillo R et al. Breast Care 2008;3:29-32

23 health centers

Informed consent

Technical skills &
GCP

Invitation, registry,
follow-up, QC, etc.

Incidence

Clinical stage
Incidence
Participation rates
Costs

Side effects



Preliminary resulis

22 randomized clusters

(18 HMO centers, 4 public hospitals)

v v
Control arm Intervention arm
4 957 women 5,549 women
| |
Symptomatic women 3.87% Symptomatic women 3.87%
I |
Mammography orders Mammography orders
848 (17.1%) 5,549 (100%)
| |
Mammography done Mammography done
593 (70.0%) 4,933 (88.9%)
I
Clinical breast examination Clinical breast examination
248 |(5%) 5,538 (|99.8%)
Cancer cases 5 Cancer cases 14

Stages IIB+: 1 out of 5 Stages IIB+: 2 out of 14
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STANDARDS OF CARE AND QUALITY
SUMMARY

» Breast cancer is a significant issue for countries at all
economic levels, not just wealthy countries.

» Resource-adapted guidelines provide a framework for
cancer program implementation in low-resource settings.

> Implementation research reguires practical metrics by
through relevant improvements are reliably assessed.

> Sociological considerations are a necessary. aspect of breast
program implementation to insure public participation.

© 2012 BHGI. All rights reserved.
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BHGI KEY PERSONNEL

BHGI Executive Committee

* Eduardo Cazap, Chair (SLACOM / UICC / ASCO)
* Elizabeth Thompson (Komen for the Cure®)

* Joe Harford (NCI Office of International Affairs)

BHGI Program Staff

* Leslie Sullivan, Managing Director

e Marisa Hartman, Administrator

e Sandra Distelhorst, Publication Editor
* Julia Chase, Program Assistant

© 2011 BHGI. All rights reserved.
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BHGI KEY PERSONNEL

BHGI Executive Committee

* Eduardo Cazap, Chair (SLACOM / UICC / ASCO)
* Elizabeth Thompson (Komen for the Cure®)

* Joe Harford (NCI Office of International Affairs)

BHGI Research Team

e David Thomas, Senior Research Advisor

* Beti Thompson, Qualitative Research Advisor

* Gabrielle Kane, Curriculum Specialist

* Esther Jhingan, Field Coordinator, Latin America
e Jbrahim Ali, Field Coordinator, West Africa

* Wenjin L1, Field Coordinator, China

© 2011 BHGI. All rights reserved.



A
&, meBreast Health Global Initiative
AVA

INTERNATIONAL COLLABORATORS

Austria

— [Massoud Samiei
— Rolando Camacho
— Raimund Jakesz
EEILS

— Tanya Soldak
Brazil

— Luiz A Santini

— Maira Caleffi
China
— Wu Fan

— Ying Zheng
Colombia

— Carlos Rada
— Raul Murillo
— Sandra Diaz

® [Egypt

—  Sherif Omar.

—  Hussein M Khaled
—  Ahmed Elzawawy.
— |VIochamed Shalan
Ghana

—  Baffour Awuah
— Joe-Nat Clegg-

Lamptey.

India

— Raj Badwe
Italy

— Alberto Costa

— Riccardo Masetti
Llebanon

— Nagi El Saghir

W EIENSE]

— Cheng-Har Yip

® Nigeria

— Clement
Adebamowo

Romania

—  Alexandru Eniu
Pakistan

— Zeba Aziz
Turkey

— Vahit Osmen
— Nuran Bese
Ukraine

— Roman Shyyan
U.S.A.

— Robert Carlson
— Jay Harness

— Julie Gralow
— Peggy Porter

© 2011 BHGI. All rights reserved.
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