Colorectal Cancer Stats

people will be diagnosed with CRC in their lifetime

o of cases will be diagnosed in individuals younger than age 50,
12 /0 though most are diagnosed in ages 50+

rates have been increasing in adults ages 20-39 years since the \
mid-1980s and ages 40-54 years since the mid-1990s 1 |

more risk for people with a first-degree relative who has been
diagnosed with CRC compared to those without a family history

O/ of CRCs in the US are attributed to potentially modifiable risk 2
55% factors like diet and lifestyle

colonoscopies can reduce CRC and

of adults ages 50 and older reported having CRC screening
within the past 3-10 years as of 2018

the age at which individuals at an average risk for CRC
should begin screening
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Health Inequities in Colorectal Cancer (CRC)

African Americans _ Increased diversity in CRC clinical
disproportionately affected in CRC trials is necessary to eliminate
screening, incidence, and mortality racial disparities
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Ancestry in genetic studies:
H . - . St . 80% European, 10% Asian,
Incidence: | Genetics: Inequities: o A 5 Ml
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N R N CRC incidence causing mutations development of
19% of death . 2’ and 37% are inherited; new therapeutics African American and
’ ! higher CRC genetic risk studies and precision Hispanic ancestry have
death rate than are heavily-biased medicine more complex genetic
toward non- strategies continue makeup than non-Hispanic
Hispanic whites to persist whites

rate attributed to
differences in :
screening rates ‘ ; whites
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Why We Do It: Clinical Trials Should Mirror
Patient Population Demographics

As we enter an era in which the Pharmacogenetic
principles of personalized and research has
precision medicine are o uncovered significant
reshaping healthcare, we now gﬁgt?;,r;;if:t?(?ﬁz differences among
know that without tailoring may impact EECU N Gl
medical care to all who need it, _people g;zlt':&:insrt:e
people will be left behind. dlfferently effectiveness, ,and

based on multiple

Creating more inclusive clinical
factors.

trials is a critical first step.

side-effect profiles of
many clinically-
important drugs.!

Diversity in clinical
trials allows us to

study an We have an

ethical and
Credo-based
obligation to
demonstrate safety
and efficacy of our
drugs in their
intended target
populations.

investigational
medication in
different
populations.

FDA guidance
states that clinical
trials should
proactively seek to
enroll patients that
reflect the
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African-Americans are 13% of the US population,
however are 20% of patients with myeloma

Incidence of MMY by Race & Ethnicity Difference in Access to Therapy
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Presenter
Presentation Notes
In the US African-Americans are 13% of the population, however are 20% of patients with myeloma. 

African-Americans have 2-3 times the rate of MM and MGUS. However, we see that comparatively minority patients with MMY lack access to therapy compared to white patients. 



Racial/Ethnic Minorities Are Typically
Under-represented in Industry-sponsored Trials, Yet Overrepresented in
Multiple Myeloma Cases

Race & Ethnicity of participants in MM trials

African Americans:

= 2-3x higher rates of
= Multiple Myeloma (MM)

m White
b m Black

m Asian

=  Monoclonal Gammopathy of
undetermined significance (MGUS)

could intervene earlier m Other

= Have a better biologic response to MM
intervention therapies

=  Qutcomes similar to other groups despite
better biologic response

aDoes not total to 100, as other groups are not included (American Indian and
H H HI- H Alaska Native, Native Hawaiian and other Pacific Islander), and some may have
[ | ' '
POOF representatlon In Cllnlcal trla |S classified themselves as 2 or more races. PPercentages by race/ethnicity in 2 trials
in which all patients received DARZALEX. FDA Snapshots approved 16 Nov 2015



Presenter
Presentation Notes
Early intervention is one area to improve. African-Americans have 2-3 times the rate of MM and MGUS and, despite the fact that African-Americans have a better biologic response to MMY therapeutic interventions, the outcomes are similar to other races. We have limited research or understanding about this topic, due in part to the lack of African-American representation in clinical trials. 
Regulatory agencies are also looking at the diversity of clinical trial participants.  Data from the FDA 2015 Drug Trials Snapshot showed underrepresentation by minority groups.  For example- African Americans, made up only 10% of participants in 2 clinical trials that supported the FDA approval of new drugs used to treat MMY.  
In the US, minorities make about 40% of the overall population and are impacted by certain diseases at an even higher rate, as we are seeing with MMY. While this data is specific to the US, ensuring diversity & inclusion in clinical trials is not limited to the US.  Study sites across the globe can contribute to increasing representation of typically underrepresented groups.
As we just discussed, it is important that participants in our MMY trial reflect a diverse range of racial and ethnic groups to ensure our interventions and treatments are safe and effective for everyone.
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