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Defining Health Disparities

* 1999 - Congress requested an IOM study to
assess the extent of disparities in health
services received by U.S. racial and ethnic
minorities
- explore factors that may contribute to

inequities in care

- recommend policies and practices to
eliminate these inequities.

* The report found a consistent body of
research demonstrating significant variation

- when insurance status, income, age, and
severity of conditions are comparable.
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Difference

§

=

Quality of Healthcare

Non-Minority

Clinical Appropriateness and Need
Patient Preferences

The "Ecology” of Health Care Systems
and Environmental Factors

Discrimination: Biases, Stereotyping,
and Uncertainty

Disparity

Differences, Disparities, and Discrimination: Populations with Equal Access to Healthcare.
SOURCE: Gomes and McGuire, 2001



Defining disparities

* “Health disparities are differences in the
incidence, prevalence, mortality, and
burden of diseases and other adverse
health conditions that exist among
specific population groups in the United
States”
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Chronic Disease Death Rates by Race and Ethnicity

| ¥ Diabetes
= ¥ Heart Disease
I‘ Cancer

White Black/African  Hispanic American  Asian/Pacific
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Does equal treatment yield equal outcomes? The impact of race

on survival in epithelial ovarian cancer

Mishka Terplan, MD, MPH, Sarah Temkin, MD, Ana Tergas, MD, and Ernst Lengyel, MD, PhD

Survival by Race

Median Months to Death

White 26.0
Black 28.0

Log rank p-value: 0.844

White (N=163) African American (N=46) p-value
Family History
Breast/QOvarian cancer 32 (19.6) 10 (21.7) 0.717
Uterine Cancer 10 (6.13) 1(2.17)
No Cancer history 89 (54.6) 27 (58.7)
Insurance Status 0.522
Private 80 (39.7) 21 (47.7)
Medicare/Private 60 (39.7) 13 (29.6)
Medicare 17 (11.3) 4(9.1)
Medicaid 14 (9.3) 6(13.6)
Mean Age (sd) 60.9 (11.2) 61.2(11.3) 0.420

T T T T T

T T T T
0 24 48 72 96 120 144 168 192

Months to Death
| —— white Black
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If equal treatment yields equal outcomes what
is causing the disparity?

Race in ovarian cancer treatment and survival: a systematic
review with meta-analysis

Mishka Terplan - Erica J. Smith - Sarah M. Temkin

 Literature search: Medline, Embase,
Psychlnfo (1967-2008)

* 3 independent reviewers

* Inclusion criteria:
- epithelial ovarian cancer
- race +/- SES measured

- treatment or survival outcomes
reported

- North America
™ Northwestern Medicine

Feinberg School of Medicine

Relative Risk of 5 Year Survival
Stratified by Inclusion Period Prior to 1985

Study
1o}

Incluesion Bafore 1985

Barnhotlz-Sloan 2002, 1973-79 B
Kosary 1994 . B

Smith 1579 B
Young 1984 —
Sublotal (l-squared = 0.09, p = 0.854) <>

Inclusion After 1985

Averefte 1935

Barnhotlz-Sloan 2002, 1840-37
Chan 2008

C'Malley 2003

Parham 1847
Subtotal (l-squared = B6.6%, p = 0.000)

NOTE: Weights are irom random eflecis analysis

L3

RR (253 Cl) Wasght

0.95 (083, 1.08) 1345
0.92 (067, 0.97) eass
0.96 (0.77,1.20) 455
057 (085, 1.11) 1284
0.93 (0.89,0.97) 10400

111 (1.02,1.20) 2858
146 (1.05,1.29) 27
1,08 (1.02,1.15) 2587
1.07 (066, 1.73) 481
1.37 (1.28, 1.46) 2478

147 (1.04,1.31) 10000

T
578

Afnican Amercans greater sundval

Whites gresater sun/ival

RR (95% Cl) # articles
Overall 1.07 (0.97, 1.18) 10
Prior to 1985 0.93 (0.89, 0.97) 4
After 1985 1.17 (1.04, 1.13)




Have raciai@islgarities in ovarian cancer increased over time? An analysis of
SEER data™ " "

Mishka Terplan *®, Nicholas Schluterman °, Erica J. McNamara €, J. Kathleen Tracy °, Sarah M. Temkin

Kaplan-Meier survival estimates
1973 -1977

Log-rank p value = 0.96

Kaplan-Meier survival estimates
1978 - 1982

Log rank p value= 0.65

Kaplan-Meier survival estimates
1983 - 1987

Log rank p value = 0.19

T T T T
200 300 400
analysis time

— White ----- Black

T T T
100 200 300
analysis time

— White —---- Black

T
400

T T
analysis time

— White -—--- Black

300

Kaplan-Meier survival estimates
1988-1992

Log rank p value = 0.03

Kaplan-Meier survival estimates
1993 - 1997

Kaplan-Meier survival estimates
1998 - 2002

T T T
0 50 100 150 200 250

analysis time
— White ----- Black

— White —---- Black

— White ----- Black
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a,x

As treatment
has improved
access to
treatment
matters more



Survival Probability

Race matters in ovarian cancer survival and is
mediated by treatment

Adherence to NCCN Guidelines
T White (N=5218, | Black (N=751, | P-Value
Adherent White 41.4% 87.4%) 12.6%)
Non-adherent White 37.8%
Adherent African-American 33.3%

0.8

0.6

Non-adherent African-American 22.5%

a4l Treatment Received

583 (11.2) 136 (18.1)

& [ - - " - Chemotherapy Only 670 (12.8) 130(17.3)
5 S == < Surgery Only 844 (16.2) 111 (14.8) <0.01
*Months Elapsed - Date of Diagnosis To Date of Last Contact or Death

=W

2658 (50.9) 302 (40.2)

W White Chemotherapy
70 1 65.6% ¥ African American Neoadjuvant 463 (8.9) 72 (9.6)
65 ) 6 Chemotherapy
60 -
55 - 0
<0 | * Black women had higher odds of receiving no treatment

43.9% 1.63 (1.24, 2.14);
45 -
40 0 * Therisk of 5 year mortality was 1.14 (1.02, 1.27) times
35 | higher for black women compared with whites.
30 ‘ :
Surgery Chemotherapy Overall ?gﬁiﬁ;’r‘]”; t:tlsyzg?loggcg 2013




Rate per 100K

Survival differences in endometrial
and cervical cancer

6

4 et
Asian, Hispanic,

2 American Indian /
Alaska Native*

0

2000 2004 2008 2012 2016
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This survival
gap between
Black and
White women
is larger than in
breast cancer,
colorectal
cancer or
cervical cancer.

Racial and Ethnic Disparities in Cervical Cancer

Cervical Cancer Incidence and Mortality Rates by Race/Ethnicity,
2010-2014

®Incidence ¥ Mortality

87

6.1

L

Asian/Pacific

NOTE. Data are age-adinted rates ger 100000 pervom

SOURCE: Nationg! Cancer lnntitute. f 250 Accassed hane X7,



Incidence & Survival Differences by Race

Age Adjusted Incidence Rates 1':;;’:'\(93" Relative Survival
1. e e eyt (OO BOORY
N S A . s I — u NHW
A e ‘ = NHB
§ 1 40.0% - 1 Hispanic
. 20.0% - .
. 0.0% -
. Localized Regional Distant

2000 2003 3006 2009 02 Fak] 208

Black Women have poorer survival at every stage of diagnosis, regardless of histologic subtype compared
with non-Hispanic white women.

The percentage differences in survival range from 6% risk difference for local stage, low-grade
endometrioid cancers, to 59% lower survival for distant-stage clear-cell cancers.

™ Northwestern Medicine’

Feinbard Setionlof Medide Cote et al. Cancer Epi, Biomarkers & Prevent; 2015



Absolute Difference in 5 Year Survival

20%
18%
16%
14%
12%
10%
8%
6%
4%

2% -

0%

Black-White mortality gap in endometrial cancer

What if everyone received the same care?

Status Quo Same Surgery Same Stage
Rates

Model Scenario

™ Northwestern Medicine
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Same Surgery
Rates & Stage

With the status quo, 39.1% of black compared to
19.8% of white women died within 5 years: a 19.3%
absolute difference.

Equal surgery rates decrease the absolute difference
in survival to 17.7%.

Equal stage at diagnosis decreases the difference to
12.9%.

And when both stage and rates of surgery were
equal, then the absolute difference in 5-year survival
between races was 11.6%

Doll K, et al. Amer J Ob Gynecol (2017)



Social Determinants of Health

The Gaps Between White and Black

Economic Nelghborh.rmd Commun_lty Health Care
Stabilit and Physical and Social System . *
Y Environment Context g Amenca n Charts
Literacy Hunger Social Health ’
v PR integration coverage By Patrick Sharkey, Keeanga-Yamahtta Taylor and Yaryna Serkez June 18, 2020
Early childhaod healthy Support Provider
arly childhoo n ¢ labilit
education options systems avaiability Unemployment rate, age 16 years and over Share of people 25 years and Median household income
36%
) Community Provider ;fmcrulﬁ;o;n:;er?d four years o
Voca.tl.onal engagement linguistic and Black
training L cultural %
Higher Discrimination competency 53K
education Sl e A\/\N\J\/\j\'ﬁj'ﬁ
35%

White
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Housing Insecure and Selected Adverse Health
Behaviors and Outcomes

Housing Insecure® Prevalence Ratio (95% CI)
Health Risk Adjusted for SES
Behaviors Yes No Unadjusted Adjusted for SES® | and Demographics®
Current smoker 26.9 9.8 2.8(2.3-3.3) 1.8(1.5-2.2) 1.4 (11-1.7)
Past 30-day binge 16.8 15.0 1.1(0.9-1.4) 1.1(0.9-1.4) 0.9 (0.8-1.1)
drinker
Delayed doctor visit 33.3 5.9 5.7 (4.7-6.8) 4.0(3.2-4.9) 2.6(2.1-3.3)
because of costs

Health outcomes

Poor/fair health 26.3 113 2.3(2.0-2.7) 1.5(1.3-1.8) 19(1.5-2.4)
status
214 days In the past 30 days
Poor health limiting 14.3 5.0 29(2.3-3.6) 2.0(1.6-2.5) 2.0(1.5-2.6)
daily activity
Poor physical health 17.4 8.4 2.1 (1.8-2.5) 1.4(12-1.7) 1.5(1.2-1.9)
Poor mental health 229 5.8 4.0(3.3-4.8) 2.9(2.3-3.6) 2.3(1.8-3.0)

Abbreviation: Cl, confidence interval; SES, socioeconomic status.

@ Housing insecure participants responded always, usually, or sometimes to the guestion “How often in the past 12 months would you say you were
worried or stressed about having enough money to pay your rent/mortgage?”

b socioeconomic measures include education, income, and home ownership.

© Demographics include sex, health insurance status (aged 18-65 years), Hispanic ethnicity, age, marital status, veteran status, presence of children in
the home, and adverse childhood experiences.

™ Northwestern Medicine
Feinberg School of Medicine Stahre M etal. 2011. Prev Chronic Dis 2015



Segregation and health

The racial disparity in breast cancer mortality in the 25 largest cities in the United States

Segregation level Regional group
[ Lowmoderate Western states

Border states
[ High Southern states
] Northeaster states
[ Exveme ] Midwestern states
1] Mountains and plains states

Figure 1. National map of multigroup racial/ethnic segregation in the United States (1990 Census; U.S.

Census Bureau 1991, 1993).
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NHB:NHW Rate Ratio

4.0

3.5+

3.04

2.54

L Ll Ll L] Al L] L L) Ll Al L] L) Ll ¥ LJ L) L

ELI o Bin JAC FHO GHA W CIOL AS 5 S5 CET 501 NYC CEMMEN DA Vi, BOS BAL HOU LA M1 G
Indsax of Disparity (least 1o greatest)

3-Year estimates of breast cancer mortality disparity
between Black and White Women for 24 of the 25
largest cities in the United States, 2005-2007,
arranged according to the ascending Index of
Disparity.

Whitman S, et al. Cancer Epidemiology Volume 36, Issue 2 2012 147 - el51



SOCIAL ENVIRONMENT

)

. . - > . . - . . H l‘ 1 1 ’
Neighborhood “vital signs

influence the cancer
continuum

* Education

* Income

* Unsafe housing

* Opportunities for exercise

* Proximity to highways

* Access to doctors and hospitals

* Unreliable or expensive public
transit

* Residential segregation

BUILT ENVIRONMENT

Adagtad trpm Norheudpe o1 ) vban Meath 2000 Wirnechs of o AP 2008 Dnson of
Canvor Cormmod & Puputaton SCwncn Doy o Pemd
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The Grocery Gap

African American Obesity or Overweight
Men

Americans Living in Communities With

Who Has Access to Healthy Food and Why It Matters

Share of Baltimore Neighborhood Food Stores with Low Availability of Healthy Food,
by Neighborhood Race and Income, 2006

46%

43%

Women

25%

14% 13%

4%
.

African Mixed White

American

Racial Composition

Lower Medium

Income

Higher

One or More Supermarkets

Higher-than- Lower-than-
Average Average
Percentage Percentage
of Residents of Residents Lower-Income Higher-Income
of Color of Color p-Value Counties Counties p-Value
Number of Counties 1179 1.964 1.839 1,299
Healthy Food Retailers
per 1,000 Residents 0.32 0.41 0.00 0.38 0.38 0.43
Black White
Unhealthy Food Retailers
per 1,000 Residents 121 1.16 0.00 1.22 112 0.00

Notes: Healthy food retailers include gracery stores, supercenters, farmers’ markets, and specialty food stores. Unhealthy food retailers include convenience

https://www.ucsusa.org/sites/default/files/attach/2016/04/ucs-race-income-diabetes-2016.pdf

stores and fast food restaurants.



Access to Care - Health Insurance

YESTERDAY Bj H’ML(H ;7478 TooRY Share of Total Nonelderly Population that is Black by State
and Medicaid Expansion Status as of January 2020

B <5% (19 States)
W 5%-15% (19 States)
Il >15% (12 States + DC)

D No Medicaid
Expansion (14 States)

Note: Includes nonelderly individuals 0-64 years of age and non-Hispanic Blacks. I(FF
Source: KFF analysis of 2018 American Community Survey, 1-Year Estimates and KFF, Status of Staie Action on the Medicaid Expansion Decision, as of January 2020, HENRY J KAISER
ttps://www kff org/health-reform e-indicator/siaie-a fy-around-expanding-medicaid-underthe-affordable-care-acll. FAMILY FOUNDATION
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States with highest quality of care are often the
states with the largest disparities in care

Virginia is in the 2"d worst quartile for care in the US but is in the quartile with the lowest differences in care
between racial and ethnic groups.

Massachusetts has some of the best care in the country but the largest difference in quality of care by race and
ethnicity

Average differences in quality of care for Blacks, Hispanics, and Asians
Overall quality of care, by state, 2014-2015 j with Whites, by state, 2014-2015

BN 2nd Quartile
I 31d Quartile

[ 4th Best) Quartile
[ IMissing

B 3d Quartile
[ 4th (Worst) Quartite
[ Missing

™ Northwestern Medicine
Feinberg School of Medicine

2016 NATIONAL HEALTHCARE QUALITY AND DISPARITIES REPORT Agency for Healthcare Research and Quality



Cervical cancer and access to care

Half of the cases will occur in women never
screened and an additional 10% in women
not screened within the past 5 years

LY
g . y
. % 3
Non-Hispanic White — s W

Non-Hispanic Black

| EXBX] B o0-115
8.0-87 1.6-13.1
8.8-9.4 13.2-143

0 9s-102 [ 144.158

B 103-134 B 159-233

y
Asian / Pacific Islander Hispanic, All Races

B 53-80 B 103-132
8.1-89 133-145
9.0-97 146-154
. 9s8-108 i 155-16.8
B 109-160 B 169-227
™ Northwestern Medicine
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Figure 1

Racial and Ethnic Disparities in Cervical Cancer

Cervical Cancer Incidence and Mortality Rates by
Race/Ethnicity, 2011-2015

H[ncidence = Mortality

8.9
8.4
7.4 7.4 8.1

6.1

Total White Black Hispanic  Asian/Pacific  American
Islander Indian /
Alaska Native

NOTE: Data are age-adjusted rates per 100,000 women. KFF
SOURCE: National Cancer Institute. SEER Stat Fact Sheets: Cervix Uteri Cancer. Accessed August 2018, P
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Access to treatment

Black and White Women in Maryland Receive Different
Treatment for Cervical Cancer

Saroj Fleming [E], Nicholas H. Schluterman, J. Katthleen Tracy, Sarah M. Temkin

Published: August 14, 2014 » https://doi.org/10.1371/journal. pone. 0104344

* » White m Black

Surgery Chemotherapy Chemotherapy EBRT without Brachytherapy  No treatment
and EBRT brachytherapy

M Northwestern NMedjcine' | .
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Any radiation
External beam
External beam

without

HR for receipt of treatment (adjusted for stage at
diagnosis)

1.43 (95% Cl = 1.11-1.82) to receive chemotherapy
1.50 (95% Cl = 1.20-1.87) to receive any radiation

1.58 (95% Cl = 1.27-1.97) to receive external beam
radiation without brachytherapy.

0.51 (95% Cl = 0.41-0.65) times as likely to receive
surgery




Surgery

Maryland Cervical Cancer Incidence Rates by Geographical Area:
Comparison to U.S. Rate, 2005-2009

hwe

* Requires access to a surgeon
* For example in Maryland:

[ >25% above US. rate

Prince Georges county e

[77] 10-25% below U S. rate
[ 1>25% below US. rate

Rates are age-adjusted to the 2000 U.S. standard population

- Cervical cancer incidence is 10-25%
lower than the US rate R

Cervical Cancer Mortality Rates by Geographical Area:
Comparison to U.S. Rate, 2005-2009

- Cervical cancer mortality is 10-25%
higher than The US rate

- There is no gynecologic oncologist _ \_\/’ %ﬂiﬁ/
in the county \ %

Legend
[ >25% above US. rate

[ 10-25% above US. rate

[ Between 10% below and 10% above U.S. rate

10-25% below U.S. rate

25% below U.S. rate {\*‘ 7 //
> . ra
Rates are age-adjusted to the 2000 U.S. standard population ‘{\ & I
and are per 100,000 women. Gad g%
rg / / /
Maryland ific rates with 9! %
are presented in Appendix H, Table 16, / /7

) Q L
) @ fj‘”u"‘__)
U.S. cervical cancer mortality rate, 2005-2009: 2.4/100,000

Maryland cervical cancer mortality rate, 2005-2009: 2.3/100,000

Source: MD mortality rates from Maryland Vital Statistics Administration from MATCH, 2005-2009
USS. rate from SEER, Cancer Statistics Review, 20052009

Note: Regional rates are presented when one or more counties within the region have a suppressed rate.
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Rate per 100,000 population

Access to care - Transportation

Percentage of Deaths from Cancer

Percentage of Deaths from Cancer in Metropolitan Areas that are Potentially Excess Deaths,

in Nonmetropolitan Areas that are Potentially Excess Deaths, by Public Health Region, 2014
by Public Health Region, 2014

0-10%
11-20%
21-40%

41-60%

.81-100%

Cancer Cancer
==
300 = 100
= 70 2 B Nonmetropolitan [ Metropolitan
250 5 a2
ag 607
200 - -'-'--.=—__ 5T 54
e — o
150 _——— 28 40
) F=] 10 -
100 o === Nonmetropolitan Y
504 = = Metropolitan & 207
10 o
a I I I I I I 1 I 1 I I I I I I I 0 -
5SS CISERE8EEEES
L L O O L Public health region
Year
Surveillance Summaries / January 13,2017 / 66(1);1-8



ELSEVIER

Gynecologic Oncology
Volume 137, Issue 3, June 2015, Pages 497-502

Geographic disparities amongst patients with gynecologic
malignancies at an urban NCIl-designated cancer center

UNINSURED

A
|

™ Northwestern Medicine’
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Sarah M. Temkin @ 2 &, Saroj A. Fleming @ 1, Selma Amrane 2 2, Nicholas Schluterman ?, Mishka Terplan 2

The elderly and the uninsured have
the largest travel burden

Caregivers

Financial toxicity

Inadvertent consequence of
centralization?



Clinical Trial Dive n Oncology
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Diversity in Clinical Trials
Why It Matters?

* Meeting the healthcare needs of an increasingly diverse US population

o Are results generalizable to minority populations?
* Understanding the impact of social needs and determinants in trial outcomes
* Building trust in medical research and institutions

o Obstacle to receiving effective medical care

o Effect on public trust of the design and conduct of clinical trials can be
as important to public health as trials’ results

™ Northwestern Medicine
Feinberg School of Medicine



Diversity in Clinical Trials
Why It Matters?

National Institutes of Health Gical T: Ensure appropriate representation of minority
Minority Health and and other health disparity populations in MIH-funded
rasearch

Health Disparities
Strategic Plan 2021-2025

Taking the Next Steps

8 Strategy 7.1: Provide guidance, recommendations,
and technical assistance for MIH-funded researchers in
approprate study design and best practices for recruit-
ment to ensure compliance with laws, regulations, and
policies regarding the inclusion of minonties and other
health disparity populations in ressanch.

8 Strategy 7.2: Promote and enforce accountability for
inchesion of diverse populations by fracking originally
proposad recruitment strategies and objectives to
ansure sufficient samples for analyses of subpopula-
tion data.

5 Strategy 7.2 Promote inclusion of minarities and other
health disparity populations in big data sets, clinical
rasaarch, and fulure big science initiatives.

™ Northwestern Medicine’
Feinberg School of Medicine

QOutreach, Collaboration, and

Dissemination: Goals and Strategies

Goal 8: Promote evidence-based community engage-

ment, dissemination, and implementation of minority

health and health disparities research best practices

= Strategy 8.1: Develop and test best practices for dis-
samination and implemeantation of minarity health and
health disparities research discoveries into different
sattings and with differant populations.

= Strategy 8.2: Conduct studies to determine strate-
gies for effective population-specific communication
and outreach to inform recruitment and retention into
clinical ressarch studies and databases, design of
culturally tailored health interventions, and community
engagement and participation in ressanch.

= Strategy 8.2 Generate strategies and tools to trans-

farm minarity health and health disparities best prac-
ticas into paolicies.



Disparities in Clinical Trial Enrollment

™ Northwestern Medicine’
Feinberg School of Medicine

Expected Incidence per 100,000
Ovary

Endometrial

Cervical

Sarcoma

Observed Incidence
Ovary

Endometrial

Cervical

Sarcoma

Ovary
Endometrial
Cervical

Sarcoma

White Incidence

Observed White

23,269
9,289
4,421

638

Expected W:B ratio

1t00.74
1100.90
1t01.34

1t01.94

Black Incidence

N
N
-

10.3

Observed Black

1,258
850
1,340

238

Observed W:B ratio

1100.05
1100.09
1t00.30
1100.37

Expected W:B ratio

1t00.74
1t0 0.90
1to 1.34

1t01.94

Observed W:B ratio

110 0.05
1100.09
110 0.30

1t00.37

Fold Difference in Ratios
14.8-fold

9.8-fold

4.5-fold

5.2-fold

Table 1. Expected vs. Observed Enrollment of Black and White women in GOG Studies from

1985-2013.

From Scalici J, Finan MA, Black J, et al. Minority participation in Gynecologic Oncology Group
(GOG) Studies. Gynecol Oncol. 2015;138(2):441-444_; with permission. (Table 3 in original).
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Disparities in Clinical Trial Enrollment

Racial Breakdown By Tumor Site Racial Breakdown By Publication Year
b Racial Breakdown By Study Type ¢ y

o 100%
90% 0%
0% 80%
z 70%
e 0%
0% 50%

m Bwhite 0%  White
10% s
2 20%
* 10%
Endometrial  Cervi « '9 0%

vty . f & </=1993 mc to zooa t0 2009 to

Minority participation in Gynecologic Oncology Group (GOG) Studies from 1985-2013.
(a) Racial breakdown by tumor site; (b) racial breakdown by study type; (c) racial
breakdown by publication year.
From Scalici J, Finan MA, Black J, et al. Minority participation in Gynecologic Oncology
Group (GOG) Studies. Gynecol Oncol. 2015;138(2):441-444.
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Clinical trial participants, median, %

100~
90-
80+
70
60
50
40+
30+
20-
10+

-10

JAMA Surgery | Original Investigation

Race and Ethnicity Reporting and Representation in Obstetrics

and Gynecology Clinical Trials and Publications From 2007-2020

Jecca R Steinberg, MD, MSc; Brandon E. Turner, MD, MSc; Julia D. DiTosto, M5; Brannon T. Weels, MD;

Anna Marie P. ¥ouwng, MD, MPH; Connie F. Lu, MD; Tierney Wolgemuth, MD; Kai Holder, BA; Mora Laasiri, MPAS;
Matalie Squires, MD; Naixin Zhang, MD; Michael Taylor Richardson, MD; Christopher 1. Magnani, MD, M5, MPhil:

Jill N. Anderson, MD: Dario R. Rogue, MD; Lynin M. Yee, MD, MPH

sese of

1 f

Y LX)

AB

A US Census

ClinicalTrials.gov
a Nhctatrirc

American Board of Obstetrics & G}Fntculng}'

gy

ology and i

Alliance for Innovation on Maternal Health:

American Indianand Asian Latinx
Alaskan Native

™ Northwestern Medicine
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obstetric care

Consensus bundle on cardiac conditions in

rtility

Race and ethnicity reporting and

representation in obstetrics and gynecology
clinical trials and publications From 2007-2020

o=



Underrepresentation in Practice Changing Trials

* KEYNOTE 146, 775
* 50LO1 and PRIMA - Pembrolizumab/Lenvatinib for
- PARPi for front line maintenance in endometrial cancer

patients with ovarian cancer - >90% white participants

- No race or ethnicity data reported

(International trials)
* Ruby/GY018

- 1O frontline endometrial cancer
- 12-17% Black patients; >70% White

* InnovaTV204
- Tisotumab vedotin for cervical cancer

- >90% white participants
* MIRASOL

- Mirvetuximab soravtansine for PROC
3% Black patients

™ Northwestern Medicine
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Potential Barriers

Historical Factors
- Tuskegee Syphilis Study
- Henrieta Lacks (Hela cell line)

Socioeconomic Factors

- Transportation, inadequate or underinsurance, meeting trial requirements
while balancing other demands

Cultural Factors
- Language barriers

Structural Factors

- Restrictive eligibility criteria, trials often at large academic medical centers,
international

™ Northwestern Medicine
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There has been some progress...

Governor Signs Bill to Reduce the Illinois’ Cancer
Burden

THE AMERICAN CANCER SOCIETY CANCER ACTION NETWORK IS ENCOURAGED TO SEE THE ILLINOIS LEGISLATURE
PASS AND GOV. J.B. PRITZKER SIGN LEGISLATION TO ALLOW ILLINOIS MEDICAID RECIPIENTS ACCESS TO POSSIBLE
LIFE-SAVING CLINICAL TRIALS.

July 8, 2020

SPRINGFIELD, Ill. - The American Cancer Society Cancer Action Network (ACS CAN) is encouraged to see the Illinois legislature pass and Gov. J.B. Pritzker sign legislation to
allow Illinois Medicaid recipients access to possible life-saving clinical trials. ACS CAN is proud to have worked with the bill sponsors and thanks Sen. Andy Manar and Rep.
Camille Lilly for their leadership.

“This clinical trials bill will require Medicaid to cover routine costs associated with clinical trials. Gov. Pritzker and the legislature have taken an important step to ensure
the viability of new cancer research in our state and to allow an additional 20% of Illinois residents to have access to these new, potentially lifesaving treatments and
therapies,” said Shana Crews, government relations director, ACS CAN.

Even in these uncertain times, people are still hearing the words “you have cancer” for the first time including the 71,990 Illinois residents who will be diagnosed with
cancer this year. Until this bill was signed, the lllinois Medicaid program was one of the insurance programs in the U.S. that were not required to cover routine care for
patients in cancer clinical trials.

“It's not an exaggeration to say that this law will save lives. For too long, some people were granted access to the most advanced and potentially life-saving cancer
treatment, and others weren’t, simply depending on which insurance plan they had. That injustice ended today,” said Sen. Manar. “| appreciate Gov. Pritzker’s
demaonstrated commitment to advancing equity in health care.”

“When our clinical research is not representative of those most impacted by life threatening health conditions, we simply exacerbate the prevalence of health inequities
and miss potential cures to diseases,” said Rep. Lilly. “l was honored to work on this legislation with my colleagues in the General Assembly and Gov. Pritzker ta ensure all
Illinoisans have access to quality care and advance groundbreaking research in our state.”

“We thank the legislature and governor for taking this step and look forward to working with them to continue to reduce Illinois’ cancer burden in the near future,” said
Crews.

™ Northwestern Medicine
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There has been some progress...

Enhancing the Diversity of
Clinical Trial Populations —

Eligibility Criteria,

Enrollment Practices, and

Trial Designs

Guidance for Industry

P
Phone: 855-543-3784 or 301-796-3400; Fax: 301-431-6353
Email: druginfot@fia. hhs.gav

and/or

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)

November 2020
Clinical/Medical

™ Northwestern Medicine

Feinberg School of Medicine

Make trial participation less burdensome
Access to trial site

Mobile medical professionals

Transportation assistance

Adopt Enrollment and Retention Practices That
Enhance Inclusiveness

Inclusive strategies for public outreach &
education

Community engagement in trial design



There has been some progress...

Diversity Plans to Improve
Enrollment of Participants
from Underrepresented Racial
and Ethnic Populations in
Clinical Trials
Guidance for Industry

Additional copies are availablefrom

Office of Communications, Division of Drug Information Office of Communication, Outreach and Development
Center for Drug Evaluation and Research Center for Biologics Evaluation and Research
Food and Drug Administration Food and tion
10001 New Hampshire Ave., Hillandale Bidg., 4* Floor 10903 New Hampshi 1, Room 3123

Silver Spring, MD 20993-0002 Silver Spring, MD 20993-0002
Phione: 855-543-3784 or 301-796-3400; Fax: 301-43 16353 Phone: 800-835-4709 or 240-402-8010
Email: druginfodfda hhs gov Email: gcodtifida hhs gov
dups-/Anune fda n- ttps: v fl ines-bi
wlormation/eydancesdrigs. I i
uidance:

Office of the Center Director
Guidance and Policy Development
Center for Devices and Radiological Health
Food and Drug Adminisiration
ire Ave., Bldg. 66, Raom 5431
MD 20993-0002

luttp A (i

U.S. Department of Health and Human Services
Food and Drug Administration
Oncology Center of Excellence (OCE)

Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)
Center for Devices and Radiological Health (CDRH)
Office of Minority Health and Health Equity (OMHHE)
April 2022
Clinical/ Medical
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II. WHEN A RACE AND ETHNICITY DIVERSITY PLAN IS RECOMMENDED

FDA recommends a Plan be submitted for medical products for which an IND submission is
required and/or for which clinical studies are mtended to support a marketing submission under
section 351(a) of the Public Health Service Act for a standalone Biologics License Application
(BLA), or under 505(b)(1) or 505(b)(2)'"? of the Federal Food, Drug, and Cosmetic Act (the
FD&C Act) for an NDA. A Plan i1s also recommended for medical products for which an IDE 15
required and/or for which clinical studies are mtended to support a device marketing submission,
whether a premarket notification (510(k))?", premarket approval (PMA) application?!, a De Novo
classification request??, or a humanitarian device exemption (HDE) application.® FDA will
evaluate the Race and Ethnicity Diversity Plan as an important part of the sponsor’s development

program.



Increasing Clinical Trial Inclusion

Leadership Engagement

orssrnen gt EMPACTCHICAGO

- Very influential factor 3

ENHANCING MINORITY PARTICIPATION IN CLINICAL TRIALS

Community Engagement
- Community Outreach Supported by

- Lay Recruiters & Navigators

Patient Engagement

* Overcoming structural barriers

™ Northwestern Medicine

Feinberg School of Medicine
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US Cancer Centers of Excellence Strategies fc e

Increased Inclusion of Racial and Ethnic
Minorities in Clinical Trials

Jeanne M. Regnante?; Nicole A. Richie, PhD?; Lola Fashoyin-Aje, MD, MPH?; Michelle Vichnin, MD*; Marvella Ford, PhD%;

Upal Basu Ray, PhD®; Kenneth Turner, MBA7; Laura Lee Hall, PhD?; Evelyn Gonzalez, MA®; Nestor Esnaola, MD, MPH?®;

Luther T. Clark, MD*; Homer C. Adams Ill, PhD'%; Olatunji B. Alese, MD!!; Keerthi Gogineni, MD'!; Lorna McNeill, PhD%;

Daniel Petereit, MD'3; Ify Sargeant, PhD*; Julie Dang, PhD'; Coleman Obasaju, MD, PhD®; Quita Highsmith, MBAZ?;

Simon Craddock Lee, PhD, MPH'?; Spencer C. Hoover, MBA, MFin'®; Erin L. Williams, MBA'”; and Moon S. Chen Jr, PhD, MPH®

Support for community partnerships

Training in culturally competent trial design
Community advisory boards

Lay navigation and “trusted broker” relationship

™ Northwestern Medicine

Feinberg School of Medicine



Implementing a lay navigation program

\ e 2

™ North
Feinberg



Equitable participation in clinical trials

» Observed enrollment was SIMILAR to expected
enrollment based on US age-adjusted incidence

« 1.03 fold lower than expected, but not statistically
different (p=0.77)

* Observed enrollment was SIMILAR to expected
enroliment based on Deep South age-adjusted
incidence

+ 1.15 fold higher than expected, but not statistically
different (p=.54)

™ N
Fei



White patients had improved PFS

Progression free survival for entire cohort

1.0
0.9
0.8
0.7
0.6

0.5

Survival (%)

0.4
03
0.2
0.1

0.0

MN

== White (n=718)
= Black (n= 277)

Median survival:
20 months vs 14 months
P=0.002

0

6
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No difference in PFS in clinical
trial participants

Progression free survival for clinical trial participants

1.0

White (n=61)
0.9

Sm— Black (n= 23)

Median survival:
14 months vs 13 months
P=0.28

Survival (%)

0.0 \
0 6 12 18 24 10 i6 a2 48 54 60

SGO VIRTUAL ANNUAL MEETING PFS (months) '(‘5
M Nort}2021 ON WOMEN'S CANCER’
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§ EMPACTCHICAGO
* ENHANCING MINORITY PARTICIPATION IN CLINICAL TRIALS

Supported by al'sS
re

* Patient Facing Clinical Trial Finder

- Focus on Chicago Based Institutions, regardless of where patient receives
primary oncology care

- Results based on individual patient’s cancer history
* Clinical Trial Navigation Assistance

- Research coordinator

- Transportation assistance

™ Northwestern Medicine

Feinberg School of Medicine
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B start Here with Mac... [B] Towards Data Scien... &3 Statistics Resources... ﬂ Choosing |

@ ': ] https://empactchicago.com

oy W New Innovations:E... D Sub-| Evals m NRMP | National Re...

%EMPACTC}‘”CAGO Home  Gyn Cancer Education  Contact Us Trial Finder

¥ ENHANCING MINORITY PARTICIPATION IN CLINICAL TRIALS

8 Natera - Oncology.. s ChatGPT A JMIG Editorial Man... [g_ Code Foundations |.

Understand.
Access. Enroll. .

Enhancing Access to Clinical Trials for Minority Women with L
Gynecologic Malignancies, helping them to find and enroll hassle-free.
Start using our clinical trial finder tool now!

Discover Now

Empact Chicago



https://empactchicago.com/

524 G P40

BT EMPACTCHICAGO

Ovarian Cancer

(\) Endometrial Cancer

r: "
) Cervical Cancer

Understand.

Access. Enroll.

Enhancing Access to Clinical Trials for Minority

Women with Gynecologic Malignancies, helping
them to find and enroll hassle-free. Start using
our clinical trial finder tool now! l

(. ) Not Yet Treated

O Cancer has returned or progressed

Why are Clinical Trials so Underwent Neo-Adjuvant
- Chemotherapy
important?

O Underwent primary surgery

@ Q g %

Trial Finder Education Contact Us Trial Finder Education Contact Us

™ Northwestern Medicine

Feinberg School of Medicine



Optimizing Utilization

* We want patients to have the agency to advocate for enrollment in trials.
However,...

Are patients able to understand their cancer journey?

Research guestion

Survey to assess patients under st a
cancer as it would apply to inclusion criteria for clinical trials and
advocate for their enrollment

™ Northwestern Medicine
Feinberg School of Medicine



Hispanic ar

Basic Histology

Black . Whike Total
Survey Answer {M=15} (M=5) (h=d4d) [H=6T) pvalue
n (%} n (%) f
n %)
E |
Incarrect or Don't Knew 11{72.3) 2 (25) 12 {273} 25437.3)
0a0g
Correct 4{26.7) 6 (75) 32(72.7) 42 |52.7)
Incarrect or Don't Know 1{6.7} o40) 1(2.3) 243 -
Correct 14 {933 B [100 43 (97.7 65 3
neorrect or Do & Know i :
0.37
Corrett 15 [100] 7{87.5] 40 (0.9} 2 |925)
Incarrect or Don't Knew 15 {100 7 {87.5) 31 {70.5) 53 {79.1)
.03
Correct o (i) 1{125} 13 (20.5) 14.{20.9)
Incarrect or Don't Know & {100} 4 {66.7] 22 (GRS} 34.{50.7)
o017
Correct i (i) 2{33.3} 10(31.3) 12 {17.9)
Incarract oF Don't Know 10{6E.7) 4 {50 20 {45.5) 34.(50.7)
.43
Corraet 5 {33.3) 4 {50) 24 [54.5) 33 {49.3)

™ Northwestern Medicine’
Feinberg School of Medicine



..Oagm!:. .

f EMPACTCHICAGO

ENHANCING MINORITY PARTICIPATION IN CLINICAL TRIALS

Community engagement

Industry Partnerships

Patient Advocates

Community Based organizations
Institutional Support

* Department of OBGYN

* RHLCC Office of Equity & Minority Health

* Alliance for Research in Chicagoland
Communities (ARCC)

™ Northwestern Medicine
Feinberg School of Medicine

Supported by

Kimberly Richardson
Black Cancer
Collaborative

(B
€

ROBERT A. WINN

DIVERSITY

IN CLINICAL TRIALS
AWARD PROGRAM

€ 3tablished by the Bristol Myers Squibd Foundation

) GILEAD



% EMPACTCHICAGO

ENHANCING MINORITY PARTICIPATION IN CLINICAL TRIALS

Supported by al'sS
* Winn CDA Community Innovation Grant re

- Engage Community Organizations and
Empower them and their members with
basic information about cancer clinical
trials
1. Sisters Working it Out
2. The Latina Association for Breast Cancer

o.Oa.m. °ge

(\ ROBERT A. WINN
C f) DIVERSITY
\ IN CLINICAL TRIALS
AWARD PROGRAM

{&13 £3tablished by the Bristol Myers Squibd Foundation

] GILEAD

Kimberly Richardson

(ALAS -Wi ngS) Black Cancer

Collaborative

3. The Puerto Rican Cultural Center

™ Northwestern Medicine

Feinberg School of Medicine
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Pre versus post 8 cycles of Trastuzumab deruxtecan (T-DXd)

™ Northwestern Medicine
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« WHAT IF | HADN'T ASKED ABOUT AVAILABLE
TRIALS OUTSIDE OF NM?

« WHAT IF | HAD NOT BEEN ABLE TO SECURE A
COMPASSIONATE USE APPLICATION?

™ Northwestern Medicine’ 49

Feinberg School of Medicine



Thank You
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