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How 
diverse are the 

upper rungs of leadership 
at America’s academic cancer 

centers? 

Are these institutions promoting 
women and underrepresented 
minorities into top leadership 

positions? How prevalent 
are diversity recruitment 

programs? Do they 
work?

FIRST-EVER TCL-AACI STUDY OF THE 
LEADERSHIP PIPELINE POINTS TO 
URGENT NEED FOR MORE DIVERSITY 
AT ELITE CANCER CENTERS
By Matthew Bin Han Ong and Katie Goldberg
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cancer centers in this sample, including 
one Canadian institution, represent 606 
deputy and associate directors.

The data obtained is largely representa-
tive of academic oncology in the United 
States. The results are blinded.

The survey data is benchmarked 
against population-level data (section 
J on page 21).

“If we’re not diverse enough, we will 
lose the opportunity to learn something 
from the dif ferences among us,” Rohit 
Bhargava, director, Cancer Center at Il-
linois at the University of Illinois Urba-
na-Champaign, said to The Cancer Letter. 
“It may not come out from the common-
alities among us, and those dif ferences 
might hold the key to actually develop-
ing new approaches for everyone.”

“Diversity, inclusion, and equity are es-
sential in leadership and in the conduct 
of science. Our patients want ‘people 
who look like me,’” Cheryl L. Willman, 
director and CEO of the University of 
New Mexico Comprehensive Cancer 
Center, said to The Cancer Letter. “The 
conduct of cancer science is full of of-
ten ‘well-meaning,’ but unconscious and 
conscious bias.”

“It is now for the readers to decide what 
should be done with this information, 
and this will likely and appropriately 
include a call to increase female and 
minority leadership positions in can-
cer centers,” David A. Tuveson, presi-
dent-elect of the American Association 
for Cancer Research and director of Cold 
Spring Harbor Laboratory Cancer Cen-
ter at Cold Spring Harbor Laboratory, 
said to The Cancer Letter.

Bhargava, Willman, and Tuveson are 
among nine cancer center directors 
who were asked to review the findings 
of the TCL-AACI survey. Their comments 
appear on page 27.

and two in five deputy and as-
sociate directors are women.

 • Cancer centers led by women 
directors have the highest level 
of diversity in leadership, com-
pared to other groups. Paradox-
ically, women directors are the 
most likely to report that their 
institutions’ diversity recruitment 
programs are “inef fective.”

 • The leadership pipeline at cen-
ters led by white men is the least 
diverse. Nonetheless, white men 
directors are nearly as likely as 
non-white directors to assess 
their institutions’ diversity re-
cruitment ef forts as “successful.”

 • NCORP Minority/Underserved 
Community Sites have the highest 
levels of diversity in leadership. 
One in five of all Black and three 
in 10 of all Hispanic/Latino deputy 
and associate directors work at 
these centers. Half of these centers 
are led by non-white directors.

The Cancer Letter curated a 20-question 
survey, with the goal of documenting 
representation of women as well as ra-
cial and ethnic minorities at the director, 
and deputy and associate director lev-
els. The survey was then administered 
electronically by AACI. 

Between June and August 2020, direc-
tors of 78 cancer centers responded to 
the survey, which asked them to:

 • Provide information on their gender 
and racial or ethnic identities,

 • Provide the same demographic 
data on their deputy and associ-
ate directors,

 • Rate their institutions’ diversity 
recruitment ef forts, and 

 • Assess the state of diversity in the 
oncology workforce.

Directors of 61 NCI-designated cancer 
centers—out of 71—responded. The 78 

Data on cancer center directors is 
more or less available, but a tal-

ly of deputy and associate directors 
didn’t exist. To examine the leadership 
pipeline, The Cancer Letter, in collabora-
tion with the Association of American 
Cancer Institutes, conducted a survey 
focused on diversity and recruitment.

“To our knowledge, the AACI/The Can-
cer Letter survey is the first analysis of 
cancer center leadership diversity, and 
we hope it will provide a benchmark to 
compare progress toward goals for indi-
vidual centers, and serve as the basis for 
meaningful dialogue,” AACI President 
Roy Jensen and AACI Vice President 
and President-Elect Karen Knudsen 
write in an editorial in this issue of The 
Cancer Letter.

“As cancer center leaders, we have a 
responsibility to tackle these issues on 
behalf of our patients who are most 
af fected by cancer health disparities,” 
write Jensen and Knudsen, directors 
of, respectively, The University of Kan-
sas Cancer Center and the Sidney Kim-
mel Cancer Center at Jef ferson. “A core 
issue in confronting cancer disparities 
is our leadership pipeline and the need 
to attract and retain underrepresented 
minorities in oncology care and can-
cer research. 

“Results from a leadership diversity 
survey, co-created by the AACI and 
conducted in partnership with The 
Cancer Letter, show that there’s a long 
road ahead.”

The editorial by Jensen and Knudsen 
appears on page 24.

Here are the highlights from the survey:

 • In the sample, two in nine can-
cer center directors are non-
white, and two in 13 cancer 
center directors are women.

 • One in four deputy and asso-
ciate directors are non-white, 
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equity have always been inseparable: 
The first calls for legislative action to 
address the outsized toll that cancer 
exacts on racial and ethnic minorities 
and other underserved populations; the 
second describes the chilling impact of 
COVID-19 on cancer (The Cancer Letter, 
Sept. 25, Sept. 18, 2020).

The Cancer Letter’s analysis of the leader-
ship pipeline survey data follows:

A. Cancer center directors: 
Demographics, designation, 
education and specialty
 

 • Fig. 2a: 2 in 9 cancer center 
directors are non-white.

 • Fig. 3a: 2 in 13 cancer cen-
ter directors are women.

 • Fig. 2b:

 ʘ The director cohort for NCI-des-
ignated cancer centers (n=61) 
is up to 15% less diverse, 
compared to cancer centers 
without NCI designation.

 ʘ Cancer centers with NCORP 
Minority/Underserved Commu-

“Each search committee should have a 
specific charge to increase diversity of 
applicants, and to more carefully con-
sider gender and race in candidate se-
lection,” suggested another respondent.

That gender bias study, published in 
the Oct. 2 issue of The Cancer Letter, is 
available here.

The year 2020 has been, by any reck-
oning, traumatic for many racial and 
ethnic minorities in the United States.

SARS-CoV-2 decimated Black and 
brown households. The killing of 
George Floyd—and Breonna Taylor, 
and more—spurred one of the largest 
racial justice movements in U.S. history. 
In the midst of the COVID-19 pandem-
ic, Asian Americans began taking de-
fensive measures against widespread 
anti-Asian sentiment.

Throughout 2020, The Cancer Letter ’s 
coverage focused on the interplay 
between the pandemic and systemic 
racism in American society (The Cancer 
Letter, Aug. 7, 2020).

Two reports, published by AACR in Sep-
tember, detail how science and health 

To enable further discussion, a slide-
show presenting the data published 
in this issue is made available for 
download here.

The study was not designed to estab-
lish statistical significance, cause-and-
ef fect relationships, and correlations. 
Averages were used to assess all quan-
titative responses.

The following variables were not taken 
into consideration:

 • Duration of directorship, and direc-
tor’s purview over recruitment,

 • Diversity of the population each 
institution serves,

 • Impact of location on diversity 
recruitment ef forts,

 • Status of—or funding for—diversi-
ty recruitment programs, and

 • Job descriptions of deputy and asso-
ciate directors.

The survey also does not accurately rep-
resent the percentage of women direc-
tors at NCI-designated cancer centers. 
All women directors are represented in 
the survey—the remaining 10 NCI-des-
ignated center directors who didn’t re-
spond to the survey are men. Overall, 
women make up 12.7% of the director-
ship at the 71 centers.

The results provide context for the find-
ings The Cancer Letter ’s earlier survey 
that focused on gender bias and sexual 
harassment in academic oncology. That 
survey found that women who have ex-
perienced inequities or harassment do 
not report such incidents, because they 
do not trust their institutions.

One of the respondents to the gender 
bias survey made this suggestion: “Give 
the male leadership, specifically those 
over 65, training in ‘leaning out’—get-
ting out of the way for the next genera-
tion of leaders.”

FIG. 1 – CANCER CENTER DESIGNATIONS & AFFILIATION

NCI-Designated Cancer Center (61)
Non-designated (2)
Pursuing designation (12)
University-Af filiated Cancer Center (2)
Non USA (2)

61 (78.2%)

12 (15.4%)

https://cancerletter.com/articles/20200925_4/
https://cancerletter.com/articles/20200918_5/
https://cancerletter.com/articles/20201002/
https://cancerletter.com/articles/20200807
https://cancerletter.com/download/20399/
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FIG. 3B – CANCER CENTER DIRECTORS GENDER BY NCI DESIGNATION

FIG. 2B – CANCER CENTER DIRECTORS RACE/ETHNICITY BY NCI DESIGNATION

White
Asian / Asian American / Pacific Islander
Black or African American
Hispanic, Latino, or Spanish origin
Middle Eastern or North African
Multiracial

FIG. 3A – CANCER CENTER DIRECTORS BY GENDER
N=78

Woman 
(15.4%)

Man 
(84.6%)

FIG. 2A – CANCER CENTER DIRECTORS BY RACE/ETHNICITY
N=78

White (77.8%)
Asian / Asian American / Pacific Islander (7.4%)
Black or African American (1.2%)
Hispanic, Latino, or Spanish origin (9.9%)
Middle Eastern or North African (2.5%)
Multiracial (1.2%)

77.8%

7.4%

9.9%

2.5%
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FIG. 4 – CANCER CENTER DIRECTORS BY PROFESSIONAL FOCUS

FIG. 5 – CANCER CENTER DIRECTORS BY SPECIALTY, DISEASE/RESEARCH AREA
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C. Gender parity in the leadership 
pipeline and distribution of 
women deputy and associate 
directors across institutions

 • Fig. 8a: 2 in 5 deputy and as-
sociate directors in the sur-
vey sample are women.

 • Fig. 8b: Half of institutions (n=38) 
have 40% or fewer women depu-
ty and associate directors. There 
are no institutions with over 90% 

B. Racial/ethnic diversity in the 
leadership pipeline and distribution 
of non-white deputy and associate 
directors across institutions

 • Fig. 7a: 1 in 4 deputy and as-
sociate directors in the sur-
vey sample are non-white.

 • Fig. 7b: 2 in 3 institutions (n=52) 
have 30% or fewer non-white 
deputy and associate directors. 
2 in 5 (n=31) have 20% or fewer.

nity Sites (n=11), regardless of 
NCI designation, are the most 
diverse in top-tier leadership, 
with 50% non-white directors.

 • Fig. 3b: All 9 women directors of 
NCI-designated cancer centers re-
sponded to this survey. The actual 
percentage of women directors of 
NCI-designated cancer centers is 
12.7% (9 of 71). 10 out of the to-
tal of 71 NCI-designated centers 
did not respond to the survey.

FIG. 6 – CANCER CENTER DIRECTORS BY ACADEMIC DEGREES
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FIG. 7B – NUMBER OF INSTITUTIONS ACCORDING TO PERCENTAGE OF 
NON-WHITE DEPUTY/ASSOCIATE DIRECTORS

FIG. 7A – DEPUTY/ASSOCIATE DIRECTORS BY RACE/ETHNICITY
N=606

White (75.7%)
Asian / Asian American / Pacific Islander (11.1%)
Black or African American (5.6%)
Hispanic, Latino, or Spanish origin (4.5%)
Middle Eastern or North African (2.3%)
Native Hawaiian or Pacific Islander (0.5%)
Native American or Alaska Native (0.2%)
Unknown (0.2%)

459 (75.7)%

67 (11.1)%

34 (5.6)%
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FIG. 8B – NUMBER OF INSTITUTIONS ACCORDING TO PERCENTAGE OF 
WOMEN DEPUTY/ASSOCIATE DIRECTORS

FIG. 8A – DEPUTY/ASSOCIATE DIRECTORS BY GENDER
N=606

Men 59.9% (363)

Women 40.1% (243)
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of Hispanic/Latino (4.9% dif fer-
ence) and Asian (4.5% dif ference) 
deputy and associate directors, 
compared to institutions led by 
white directors (n=60), regardless 
of gender. However, institutions 
led by non-white directors have the 
lowest proportion of Black deputy 
and associate directors—by about 
half compared to other groups, 
and by more than half compared 
to institutions led by women.

 • White men directors (n=50): As 
a group, institutions led by white 
men have the largest majority of 
white deputy and associate di-
rectors, at 79.9%. By comparison, 
institutions led by non-white or 
women directors are up to 10% 
more diverse—Hispanics/Latinos 
and Asians make up most of that 
dif ference, with no meaningful 
change in the proportion of Black 
deputy and associate directors

Fig. 13: 

 • Women: The proportion of women 
in deputy and associate director 
positions in the survey sample is 
consistent—at about 40%—re-

panic/Latino deputy and associ-
ate directors are notably greater 
than 14.1% at these centers.

 ʘ 1 in 5 of all Black and about 
3 in 10 of all Hispanic/Latino 
deputy and associate direc-
tors work at cancer centers 
with NCORP Minority/Under-
served Community Sites.

E. Proportions of racial/
ethnic minorities and gender 
relative to directorship

Fig. 12: 

 • Women directors (n=12): Institu-
tions led by women have greater 
proportions of Black (1.8% dif-
ference), Hispanic/Latino (4.5% 
dif ference), and Asian (3.9% 
dif ference) deputy and associate 
directors, compared to institu-
tions led by directors who are 
men (n=66), regardless of race.

 • Non-white directors (n=18): 
Institutions led by non-white 
directors have greater proportions 

women deputy and associate 
directors. One-third of institu-
tions (n=26) have 41-50% women 
deputy and associate directors.

D. Proportions of racial/
ethnic minorities and gender 
relative to NCI designation

 • Fig. 9: Cancer centers with NCORP 
Minority/Underserved Commu-
nity Sites (n=11), regardless of 
NCI designation, have the most 
diverse cohort of deputy and 
associate directors (~32%, ~8% 
non-white vs. average), notably 
with greater representation of 
Blacks and Hispanics/Latinos.

 • Fig. 10: As a group, cancer cen-
ters with NCORP Minority/
Underserved Community Sites 
have about 10% fewer women 
deputy and associate directors.

 • Fig. 11:

 ʘ 14.1% of all cancer centers sur-
veyed are also NCORP Minority/
Underserved Community Sites. 
The proportion of Black and His-

FIG. 9 – RACE/ETHNICITY OF DEPUTY/ASSOCIATE DIRECTORS BY NCI DESIGNATION
Excluding 1 Non-USA Cancer Center

White 

Asian / Asian American / Pacific Islander

Black or African American

Hispanic, Latino, or Spanish origin

Middle Eastern or North African

Native Hawaiian or Pacific Islander

Native American or Alaska Native

Unknown
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FIG. 10 – GENDER OF DEPUTY/ASSOCIATE DIRECTORS BY NCI DESIGNATION
Excluding 1 Non-USA Cancer Center

FIG. 11 – PROPORTION OF MINORITY DEPUTY/ASSOCIATE DIRECTORS AT CANCER CENTERS WITH 
MINORITY/UNDERSERVED NCORPs
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FIG. 12 – RACE/ETHNICITY OF DEPUTY/ASSOCIATE DIRECTORS BY GENDER AND RACE OF DIRECTORS

FIG. 13 – GENDER OF DEPUTY/ASSOCIATE DIRECTORS BY GENDER AND RACE OF DIRECTORS

White

Asian / Asian American / Pacific Islander

Black or African American

Hispanic, Latino, or Spanish origin

Middle Eastern or North African

Native Hawaiian or Pacific Islander

Native American or Alaska Native

Unknown
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FIG. 14 – RACE/ETHNICITY OF DEPUTY/ASSOCIATE DIRECTORS BY REPORTED DIVERSITY OF RECRUITMENT SUCCESS
Directors responded to a multiple-choice question asking to rate their institutions’ diversity recruitment ef forts.

FIG. 15 – GENDER OF DEPUTY/ASSOCIATE DIRECTORS BY REPORTED DIVERSITY OF RECRUITMENT SUCCESS
Directors responded to a multiple-choice question asking to rate their institutions’ diversity recruitment ef forts.

White

Asian / Asian American / Pacific Islander

Black or African American

Hispanic, Latino, or Spanish origin

Middle Eastern or North African

Native Hawaiian or Pacific Islander

Native American or Alaska Native

Unknown
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of Asian/Asian Americans deputy 
and associate directors are com-
parable (1.65% dif ference) to the 
Moderately Successful group.

 • No diversity recruitment (n=3): 
Although a minority, institutions 
without diversity recruitment 
programs have the least diversity 
in their leadership pipeline, with 
about 10% non-white deputy 
and associate directors (2 in 19). 
These institutions have no dep-
uty and associate directors who 
identify as Hispanic/Latino or 
Black. Two of these institutions 
are 100% white at the deputy 
and associate director levels.

G. Self-reported success in 
recruitment by gender and 
race/ethnicity of directors, 
and by NCI designation

ately successful. Of note, however, 
is the fact that these institutions, 
as a group, have equal propor-
tions of Asian, Black, and Hispan-
ic/Latino deputy and associate 
directors (7.35%, respectively).

 • Moderately successful (n=48): 
Institutions in this group have pro-
portionally fewer Hispanic/Latino 
(2.95% dif ference) and Black (1.39% 
dif ference) deputy and associate 
directors compared to the Success-
ful group, but a notably larger pro-
portion of Asian (4.83% dif ference) 
deputy and associate directors.

 • Inef fective (n=17): Institutions 
in this group have proportional-
ly fewer Hispanic/Latino (up to 
3.59% dif ference) and Black (up 
to 2.84% dif ference) deputy and 
associate directors compared to 
the Successful and Moderately 
Successful groups. The proportion 

gardless of the gender or racial 
identity of the director. There is 
little variation to this proportion, 
regardless of the NCI designation 
of the center or of directors’ report-
ed success in diversity recruiting. 
In contrast, only 15.4% of direc-
tors in the sample are women. 

F. Self-reported measures of success 
in diversity recruitment programs:

Fig. 14:

 • Successful (n=10): Institutions with 
directors who reported that their 
diversity recruitment programs 
were successful do not have a much 
larger proportion of non-white 
deputy and associate directors 
(1.17% dif ference) compared to 
institutions directors who reported 
that their programs were moder-

FIG. 16 – REPORTED RECRUITMENT SUCCESS BY GENDER AND RACE/ETHNICITY OF CANCER CENTER DIRECTORS
Directors responded to a multiple-choice question asking to rate their institutions’ diversity recruitment ef forts.
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centers that acknowledged a lack 
of diversity recruitment ef forts are 
also NCI-designated. No centers 
in this group rated their diversity 
recruitment ef forts as “inef fective.”

 • As a group, cancer centers with-
out an NCI designation are most 
likely to assess their diversity 
recruitment ef forts as “success-
ful” (1 in 3). Half of these centers 
report moderate success. On the 
other hand, all cancer centers 
that rated their diversity recruit-
ment ef forts as “inef fective” 
do not have NCI designation. 

 • Cancer centers with NCORP 
Minority/Underserved Commu-
nity Sites, regardless of NCI des-
ignation, are the most likely to 
assess their diversity recruitment 
ef forts to be “moderately suc-
cessful” (3 in 4), with 1 in 4 rating 
their ef forts as “successful.”

recruitment programs as success-
ful, 61.7% as moderately success-
ful, and 23.3% as inef fective. 

 • White men (n=50): The proportion 
of white men directors who report-
ed that their diversity recruitment 
programs are “successful” is com-
parable to the same for non-white 
directors (2.7% dif ference). As a 
group, white men directors are 
nearly twice as likely to report that 
their diversity recruitment pro-
grams are “successful” (14%), com-
pared to women directors (8.3%).

Fig. 17:

 • As a group, NCI-designated cancer 
centers are the least likely to assess 
their diversity recruitment ef forts 
to be “successful.” Two in 3 of these 
centers report “moderate success.” 
On the other hand, all cancer 

Fig. 16:

 • Women directors (n=12): Wom-
en directors are the least likely 
of all groups to report that their 
institutions’ diversity recruitment 
programs are ef fective (8.3%). A 
greater proportion of men direc-
tors (n=66), regardless of race 
or ethnicity, reported that their 
diversity recruitment programs are 
“successful” (13.6%). Institutions led 
by women directors all reportedly 
have diversity recruitment ef forts.

 • Non-white directors (n=18): A 
greater proportion of non-white 
directors reported that their 
recruitment programs are “suc-
cessful” (16.7%), compared to 
other groups. An equal number 
of non-white directors rated their 
recruitment programs as “inef-
fective”. In the cohort of white 
directors (n=60), 11.7% rated their 

FIG. 17 – REPORTED RECRUITMENT SUCCESS BY NCI DESIGNATION
Excluding 1 Non-USA Cancer Center
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FIG. 18 – CANCER CENTER DIRECTORS’ ASSESSMENT OF DIVERSITY BY GENDER AND RACE/ETHNICITY

FIG. 19 – CANCER CENTER DIRECTORS’ ASSESSMENT OF DIVERSITY BY REPORTED RECRUITMENT SUCCESS
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Although women directors are most 
likely to report that their institutions’ di-
versity recruitment programs are “inef-
fective” compared to other groups, their 
leadership pipelines (deputy and associ-
ate directors) are the most diverse.

2. Cancer centers with diversity 
recruitment ef forts appear to have 
a more diverse leadership pipeline 
compared to institutions that don’t 
have these ef forts.

There is notably greater diversity 
among deputy and associate directors 
at cancer centers with directors who 
report that their institutions’ diversity 
recruitment programs are “successful” 
or “moderately successful,” compared 
to directors who report that their insti-
tutions’ diversity recruitment programs 
are “inef fective” or non-existent (6% - 
16% dif ference).

3. Cancer centers with NCORP Minori-
ty/Underserved Community Sites 
are the most diverse, regardless of 
NCI designation.

NCI-designated cancer centers are 
up to 15% less diverse in directorship, 
compared to centers without NCI 
designation. Centers with NCORP Mi-
nority/Underserved Community Sites, 
regardless of NCI designation, are the 
most diverse, with 50% non-white di-
rectors—and with about 32% (~ 8% 
above average) non-white deputy and 
associate directors. 

One in 5 of all Black and 3 in 10 of all 
Hispanic/Latino deputy and associate 
directors work at these centers with 
NCORP MU sites.
 

Alexandria Carolan contributed to this 
story.

 • Inef fective (n=17): Directors 
who reported that their diversi-
ty recruitment programs were 
inef fective rated the diversity 
of the oncology workforce low-
er than other groups, and rank 
below average in their rating of 
the importance of cultivating a 
diverse workforce. These directors 
also report higher than average 
dif ficulty in recruiting a diverse 
workforce, and below-average 
support from their institutions.

 • No diversity recruitment (n=3): 
Although a minority, directors 
at institutions without diversity 
recruitment programs rank above 
average in their rating of the di-
versity of the oncology workforce, 
falling only behind directors who 
report success. These directors 
rank lowest in their rating of the 
importance of cultivating a di-
verse workforce. They also report 
the most dif ficulty in recruiting 
a diverse workforce, and least 
support from their institutions.

I. Summary of 
observations:
1. For some groups, self-reported 

measures of success in recruiting 
diverse deputy and associate direc-
tors do not necessarily represent 
the actual diversity of physicians, 
administrators, or researchers in 
the leadership pipeline. 

Although white men directors are near-
ly as likely as non-white directors to 
report that their diversity recruitment 
programs are “successful,” institutions 
led by white men are the least diverse 
(deputy and associate directors) com-
pared to institutions led by women di-
rectors and non-white directors.

H. Assessing diversity in the 
oncology workforce at North 
American cancer centers

Fig. 18:

 • Women directors (n=12): Women 
directors in the survey sample 
rated the diversity of the oncology 
workforce lower than other groups.

 • Non-white directors (n=18): 
Non-white directors rated the 
diversity of the oncology work-
force highest out of all groups. 
On all other measures, their 
responses track closely to the 
averages for women directors.

 • White men directors (n=50): As 
a group, white men directors 
rated the importance of diver-
sity in the oncology workforce 
lower than other groups. These 
directors also report that it’s 
harder for them to recruit a di-
verse workforce, and rated their 
institutions as less supportive, 
compared to institutions led by 
women and non-white directors.

Fig. 19: 

 • Successful (n=10): Directors who 
reported that their diversity 
recruitment programs were suc-
cessful rated the diversity of the 
oncology workforce higher than 
other groups, and unequivocally 
say that it’s important to cultivate 
a diverse workforce. Compared to 
other groups, these directors also 
report that it’s easier to recruit a 
diverse workforce, and that their 
institutions are supportive.

 • Moderately successful (n=48): As 
the largest cohort, the responses 
from directors in this cohort track 
closely to the average numbers.
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J. Population Benchmarks

WOMEN
*AAMC data; **AMA data; ***The Cancer Letter-AACI survey

BLACK OR AFRICAN AMERICAN
*AAMC data; **AMA data; ***The Cancer Letter-AACI survey
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HISPANIC OR LATINO
*AAMC data; **AMA data; ***The Cancer Letter-AACI survey

ASIAN OR ASIAN AMERICAN
*AAMC data; **AMA data; ***The Cancer Letter-AACI survey
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NATIVE AMERICAN OR ALASKA NATIVE
*AAMC data; **AMA data; ***The Cancer Letter-AACI survey

NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER
*AAMC data; **AMA data; ***The Cancer Letter-AACI survey
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Enterprise director, Sidney Kimmel Cancer Center;
Hillary Koprowski Professor and Chair,
Department of Cancer Biology, Thomas Jef ferson University

Diversity, inclusion, and equity are 
important issues, not only to our 
nation’s cancer centers, but to our 
nation as a whole. To embody these 
values, we must work to close gaps 
in cancer research and care.
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This is especially true when it comes to 
Black and/or African American individ-
uals entering and moving through the 
leadership pipeline. They are underrep-
resented at every step of the academic 
pipeline and the decline at the more se-
nior levels of leadership is striking. 

Workforce disparities are also seen 
among health researchers, few of whom 
identify as non-white, which can have 
a chilling ef fect on research into health 
equity, according to Cancer Disparities 
and Health Equity: A Policy Statement From 
the American Society of Clinical Oncology. 

The lack of movement to the top rung of 
leadership is reflected in women’s tra-
jectory as well. We see women enter the 
oncology care and discovery workforce 
in numbers close to parity, but most 
do not seek—or are not selected for—
leadership roles. 

As the majority of leading cancer cen-
ters are taking aim at eliminating cancer 
disparities, we appreciate that address-
ing the cancer-related needs of the com-
munities we serve is greatly enabled 
through diversification of the oncolo-
gy workforce. It follows that assessing 
diversity in our own leadership teams 
should be part of the solution, and that 
tackling disparities begins with our own 
home institutions. 

To our knowledge, the AACI/The Can-
cer Letter survey is the first analysis of 
cancer center leadership diversity, and 
we hope it will provide a benchmark to 
compare progress toward goals for in-
dividual centers, and serve as the basis 
for meaningful dialogue.

It is notable that enhancing diversity 
and inclusion is not only the right thing 
to do but has been shown to provide 
significant enhancement of business 
performance across a wide breadth of 
industries. 

directors but 40.1% of deputy and as-
sociate directors. 

These data reveal interesting trends, 
which suggest that distinct challenges 
exist among underrepresented racial/
ethnic and gender groups. These chal-
lenges are worth understanding as we 
explore how to meet goals for enhanced 
diversity and inclusion in cancer center 
leadership.

Awareness about diversity and inclu-
sion strategies and ef fectiveness is 
emergent. When asked to evaluate our 
diversity programs and compare our-
selves to other centers, cancer center 
leaders reported believing that we are 
diverse and that our diversity programs 
are somewhat ef fective, but the data 
show otherwise. For example, 70% of 
the directors who described their diver-
sity recruitment programs as success-
ful are white. 

The key to moving the needle on di-
versity in cancer center leadership is 
to bring individuals from underrep-
resented groups into the field from 
the beginning. 

As cancer center leaders, we have a 
responsibility to tackle these issues 

on behalf of our patients who are most 
af fected by cancer health disparities: 
patients who experience higher rates 
of cancer cases and deaths, compared 
to the general population, lower screen-
ing rates, and complications specific to 
certain racial, ethnic, and other groups. 

A core issue in confronting cancer dis-
parities is our leadership pipeline and 
the need to attract and retain under-
represented minorities in oncology care 
and cancer research. 

Results from a leadership diversity 
survey, co-created by the Association 
of American Cancer Institutes (AACI) 
and conducted in partnership with The 
Cancer Letter, show that there’s a long 
road ahead.

Seventy-eight directors at AACI cancer 
centers responded, 61 of them from 
NCI-designated centers. One director 
identified as Black and 17 identified 
as either Hispanic, Latino, or Span-
ish; Middle Eastern or North African; 
Asian/Asian American; Pacific Islander; 
or multiracial. 

Gender identity among directors also 
skews heavily toward men, with 66 re-
spondents identifying as men and 12 
directors identifying as women. These 
data alone underscore opportunities to 
expand diversity in cancer center direc-
tor leadership at the highest level.

Below directors, at the deputy or as-
sociate director level, Black and/or 
African American representation in-
creases slightly, from 1.2% to 5.6%. An 
improvement is also seen in Asian and/
or Asian American representation, but 
there’s a troubling decline in Hispanic 
and/or Latino representation. Notably, 
there’s a significant improvement for 
women—who represent only 15.4% of 

The key to moving the 
needle on diversity 
in cancer center 
leadership is to bring 
individuals from 
underrepresented 
groups into the field 
from the beginning. 
                                              

https://ascopubs.org/doi/full/10.1200/JCO.20.00642
https://ascopubs.org/doi/full/10.1200/JCO.20.00642
https://ascopubs.org/doi/full/10.1200/JCO.20.00642
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ry of the National Cancer Act, which es-
tablished the NCI and the nation’s stan-
dard-setting network of cancer centers.

Over the past 50 years, we have seen 
major developments in scientific dis-
covery, cancer care, and quality of life 
for people with cancer. But until every-
one has equal access to cancer treat-
ment—and cures—there is still much 
work to do.

If not the 102 leading cancer cen-
ters, then who? 

AACI cancer centers are well-positioned 
to work together to play a major part in 
reducing cancer disparities across North 
America, and beyond. 

and mitigate cancer health disparities, 
using a number of vehicles.

In the first phase—increasing aware-
ness and understanding—AACI plans to 
engage leadership across each center to:
 
1. Coalesce knowledge and under-

stand priority disparities identified 
in each of the major cancers, and 

2. Identify geographic areas not yet 
been studied. 

A separate thread of the first phase will 
develop podcasts with cancer center 
leaders and key stakeholders, such as 
community representatives and elected 
officials, with the aim of uncovering cur-
rently implemented mitigation strate-
gies, best practices, and opportunities 
for improvement. 

It is our hope that the podcast will 
help cancer center thought leaders 
drill down on what they would like to 
achieve and understand how their peer 
institutions are addressing disparities. It 
also presents an opportunity for cancer 
centers to collaboratively develop best 
practices and advocate for changes in 
public policy to reflect them.

Phase two will convert what we learn 
into action. During a session at the 
2021 AACI annual meeting, we hope 
to review the knowledge we’ve gained 
and initiate action plans for advocacy 
and accelerating progress to mitigate 
cancer disparities. 

Reflecting on 50 years of 
progress—and planning 
for the next 50 years
Throughout 2021, NCI and cancer cen-
ters throughout the United States will 
be commemorating the 50th anniversa-

To our knowledge, 
the AACI/The Cancer 
Letter survey is the 
first analysis of cancer 
center leadership 
diversity, and we 
hope it will provide 
a benchmark to 
compare progress 
toward goals for 
individual centers, and 
serve as the basis for 
meaningful dialogue. 
                                              

For example, in a recent report from 
McKinsey & Company, companies that 
scored in the top-quartile for gender 
diversity on executive teams proved 
to be 21% more likely to outperform 
using profitability as an endpoint, and 
27% more likely to produce superior 
value creation. 

Numbers are even more encouraging 
for ethnic and cultural diversity, with 
top quartile companies reporting 33% 
enhanced performance metrics. Con-
versely, companies in the bottom quar-
tile for gender and ethnic/racial diversi-
ty were associated were 29% less likely 
to achieve greater than average perfor-
mance metrics.

There is abundant data to suggest that 
increasing diversity in cancer center 
leadership has the capacity to enhance 
progress toward cancer, by positively 
impacting the patients we serve, gen-
erating scientific output, increasing en-
gagement and retention of the oncolo-
gy workforce, and indeed, the financial 
health of our own institutions. 

As the leaders of the major 102 cancer 
centers in North America, we have an 
opportunity to lead in change. To be ef-
fective, cancer centers and their parent 
institutions need to make a commit-
ment to durable, actionable change that 
can be measured with clear metrics. 
Mission statements are meaningless 
without concrete action. 

AACI Presidential 
Initiative
Distinct from addressing challenges in 
the oncology biomedical workforce, the 
2020-22 Presidential Initiative will lever-
age the expertise of North America’s 102 
leading cancer institutes to understand 

https://www.mckinsey.com/featured-insights/diversity-and-inclusion/diversity-wins-how-inclusion-matters
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One of my concerns about the data 
is that it is a mix of NCI (61) and non-
NCI centers (17). I am convinced 
from my own personal knowledge 
of the NCI centers, that if you looked 
solely at the NCI centers—this di-
versity data would be significantly 
worse. I think the survey data is 
skewed by the inclusion of non-NCI 
centers and if we looked solely at 
those, there would be far less diver-
sity in race/ethnicity and sex among 
directors/associate directors.

For instance, this story reports that 
15.4% of the center directors are 
“women”—but the percentage of 
women directors at NCI centers is 
significantly lower than that and is 
actually decreasing. 

Over the past three years, several 
new NCI center directors have been 
appointed, and to my knowledge, 
only one was a woman (Lerman; 
Neili Ulrich took Mary Beckerle’s 

place at Utah) and only a very few 
are minorities. This is a great disap-
pointment to me. 

Currently there are only nine wom-
en directors of the NCI Cancer Cen-
ters (Willman – UNM; Ulrich – Utah; 
Lerman – USC; LeBeau – U Chicago; 
Glimcher – Harvard; Johnson – 
RPCI; Knudsen – Sidney Kimmel/
Jef ferson; Sweasy – Arizona; Pieten-
pol – Vanderbilt). 

Of these, one is retiring (LeBeau) 
and a new director is being recruit-
ed. That would bring us to only 
eight permanent women directors. 
This is a significant concern to me. 
I also believe that the proportion of 
associate directors who are racial/
ethnic minorities at the NCI centers 
is far lower than reported here.

I think the NCORP data is really 
interesting. It obviously reflects a 
more diverse leadership profile. But 

“We can’t let this 
issue slide into the 

background.”

Directors of cancer 
centers reflect on 
the TCL-AACI data
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There are some natural challenges 
in society and in science that are 
also reflected in our cancer commu-
nities. Then, there are some unusual 
challenges, based on the type can-
cer center and its location. This data 
is a great start, but there are further 
underlying factors that I can think 
of. For example, geographic location 
might af fect the composition of a 
cancer center leadership.
 
In some ways, this report is reas-
suring in that there’s progress in 
the composition of the cancer cen-
ters’ leadership across the country. 
There’s more work, obviously, to be 
done, but the diverse composition 
of many institutions is heartening. 
The good composition of women 
and people of color in leadership 
by some institutions of fers hope 
and models. It can be done in 
this community. 

In particular, many of our members 
come from an engineering back-
ground. We are still addressing 
parity of representation of women 
in engineering, and there is much 
more work to be done in increasing 
participation of underrepresented 
minorities. Many of the minority 
representation trends serve to em-
phasize the a need to develop the 
entire pipeline. 

An unexpected finding for me was 
the relative lack of representation 
of Asian Americans among the di-
rectors and other senior leaders of 
cancer centers. While there seem 
to be larger numbers of oncolo-
gists and medical experts from this 
group, senior leaders are fewer. The 
disparity in numbers between the 
NCI-designated and those that are 
not was also interesting, though 
smaller numbers may have dispro-
portionate ef fects.
 

Rohit Bhargava, PhD
Director, Cancer Center at Illinois;
Founder Professor of Engineering,
Department of Bioengineering,
University of Illinois Urbana-Champaign

I also believe those cancer centers 
are located in regions of the United 
States with large minority and un-
derserved populations, and I hope 
what it speaks to is the commitment 
of those institutions to hire diverse 
leaders to reflect the populations 
that they serve.

Diversity, inclusion, and equity are 
essential in leadership and in the 
conduct of science. Our patients 
want “people who look like me.” The 
conduct of cancer science is full of 
of ten “well-meaning,” but uncon-
scious and conscious bias. 

We set national rules and policies 
(for biospecimen collection, data 
sharing, and the development of 
data narratives) that too of ten do 
not respect the sovereignty of Trib-
al Nations and/or the cultures and 
beliefs of underserved, diverse, 
and minority populations making 
them feel unsafe or not respected 
or protected. 

A majority of our human clinical and 
translational investigation and can-
cer clinical trials are predominantly 
conducted in non-Hispanic white 
individuals—fostering or leading to 
conclusions that are not generaliz-
able to a more diverse population. 

Current highly restrictive eligibil-
ity criteria for most cancer clinical 
trials restrict minority individuals 
from clinical trial enrollment, due to 
significantly higher co-morbidities. 
This is definitely on the NCI radar, 
but is a problem we have not solved.

At the University of New Mexico 
Cancer Center, currently 72% of our 
trainees are diverse scholars—race/
ethnicity, gender, and sexual orien-
tation. While we have not achieved 
these levels of inclusion in our fac-
ulty and leadership ranks at the 
cancer center and within our institu-

tion, we are committed to doing so. 
We now restrict the appointment of 
internal faculty to leadership roles, 
requiring national searches that 
meet diversity inclusion criteria. 

We require all search committees 
to undergo implicit bias training 
and to develop pools of candidates 
that are diverse. We also believe it 
is absolutely essential to develop 
early-stage pipeline programs and 
have focused intently on engaging 
high school and undergraduate 
students in cancer science—the 
diversity of which exceeds 65%. In 
our region, many of our trainees are 
Hispanic, American Indian, or other 
minorities. 

We are a new cancer center, and 
we are carefully considering some 
of these issues. So, this study is 
a good means to know the cur-
rent landscape.
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paradigm being realized soon. And 
if we don’t include the best talent, 
if somebody is lef t out because of 
the color of their skin, or because 
of their beliefs, or whatever, then 
that’s not progressing against what 
society needs today. To me, that’s a 
very critical element.
 
We take diversity very seriously in 
the Cancer Center at Illinois. I lead 
all our ef forts to make sure we are 
considering diversity in all our ef-
forts. We have appointed a chief 
diversity of ficer from amongst our 
staf f. There’s a person who focuses 
on all processes in the cancer cen-
ter, being examined, to make sure 
that they’re equitable and they in-
clude everyone. 

For example, we are focusing on 
expanding the role of women in 
our CC leadership. We instituted 
a focused leadership program for 
early mid-career members of the 
cancer center. These are all very ac-
complished members, and we’re go-
ing to put them through a year-long 
set of activities that expose them to 
the dif ferent facets of a cancer cen-
ter operations and strategy. It puts 
them on the fast track to take on 
some leadership roles, scientifical-
ly—whether it’s training grants or 
it’s program projects. We feel that 
by homegrowing the talent, we will 
have a very solid foundation for 
many years into the future.
 
The biggest next step is that we 
don’t let up. All the cancer center di-
rectors that I know and all the senior 
leaders in every cancer center that I 
know are incredibly wise and aware 
of the value of people. They are well 
aware of the benefits of maintain-
ing a highly diverse cancer center 
and leadership, and so on. 

However, we can’t let this issue sort 
of slide into the background with 

An interesting correlation to consid-
er is the academic backgrounds of 
cancer center leaders. Biology has 
obviously made much more strides 
in including women and other 
groups, and that may be reflected 
in the compositions of more bio-
logical and medically-focused can-
cer centers. It does seem to me, at 
least in those fields, there’s a more 
diverse representation. To me, it 
was heartening at some level. It is 
now more important than ever to 
think of diversity. 

There is a transformative change 
happening right now in the world—
with more information, better mod-
els of things, precise care, detec-
tion, and personalized approaches. 
That’s the way the world is going 
and the field will go. If we’re not di-
verse enough, we will lose the op-
portunity to learn something from 
the dif ferences of backgrounds and 
experiences among us. Those dif-
ferences might hold the key to ac-
tually developing new approaches 
for everyone. We also need to think 
of diversity of disciplines. 

Perhaps an interesting future sur-
vey would be to understand how 
many with engineering, artificial in-
telligence and process management 
backgrounds are amongst us. Al-
most every industry has shown that 
these disciplines can bring about 
greater value and deliver a better 
experience for the customer. May-
be it is time to explicitly bring these 
disciplines into our community.
 
For our community in the cancer 
center world, it is very important 
to have the best minds, regardless 
of background, regardless of color, 
regardless of socioeconomic status. 
If we’re not putting the best minds 
together—we will not be able to de-
liver better care at lower cost. The 
future of society depends on that 

the multitude of challenges that 
we’re facing now. Not the least of 
which is the COVID pandemic, and 
certainly many other challenges 
that existed before COVID, and 
which just got exacerbated now 
with COVID-19.
 
As a community, I believe, we will 
maintain our focus on this issue 
and continue to move forward. As 
a community, we have to take a 
moment to celebrate that we have 
come far, and recognize that we 
need to go further. It is important to 
appreciate the progress that’s been 
made, while at the same time having 
a clear-eyed-view of what it will take 
to continue to move us forward.
 
Those, to me, are the biggest take-
aways in our community at this 
point—from the survey.
 
Finally, I want to congratulate The 
Cancer Letter for taking on this ex-
ercise. The data is very valuable, 
and helps us benchmark to make 
sure that we maintain excellence 
with diversity.
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pand this to all matrix as well as free 
standing cancer centers.

I think we could do a much better 
job in executing and implement-
ing diversity programs by having a 
chief diversity of ficer in our cancer 
centers. As such, we’ve opened up a 
national search here at VCU Massey 
for a chief diversity of ficer.

I’m very excited about having a 
chief diversity of ficer to assist me 
in overseeing issues around fair-
ness in our search processes, equi-
ty in our research and clinical trials 
etc.—the position will have both 
the resources and authority to 
make a real impact on our cancer 
center practices. I’m pretty excited 
about our future.

For there to be more diversity in 
oncology, we’re going to have to do 
better in attracting folks into the 
field. The low number of African 
Americans, Latino/Latinx, Pacific 
Islanders, and Native Americans in 
our field is a call to action. The re-
port clearly points out the lack of di-
versity among these groups. The re-
port also points out the tremendous 
need to increase gender diversity as 
well in our cancer center leadership 
and rank and file members.

We’ll never be able to attract di-
verse people into our field if those 
people feel excluded from the start. 
We have to better cultivate young 
people to want to take care of our 
cancer patients, and to advance 
the field of oncology through high 
impact research. We are at a cross-
roads right now, and getting it right, 
by which I mean, improving diver-
sity in our cancer centers matters 
now more than ever. 

It’s important to point out that 
where there are NCORP sites, you 
tend to have more diversity, as 
shown in the report.

There are two interesting points 
that are alarming from the report. 
The negative trend in the number 
of African Americans in leadership 
positions is troubling. Moreover, 
and even more alarmingly are the 
incredibly low numbers of Native 
Americans who are active in our 
cancer centers.

The report also gives some valid-
ity to the importance of diversity 
among cancer center leaders. For 
example, it appears that women 
cancer center directors have a bit 
more insight into their pipelines 
than their male colleagues—in a 
sense, having the insight to recog-
nize that, while they felt they were 
doing okay in developing diverse 
pipelines, there was still more 
to be done.

We know that diversity, inherently, 
is a good thing, and that the health 
field tends to lag behind the busi-
ness world. The business world 
figured out decades ago that diver-
sity in leadership matters and was 
simply just good business practice. 
We’ve had studies by Carnegie Mel-
lon and others that have confirmed 
this finding. When you bring more 
diverse voices to the table, you ac-
tually strengthen the organization 
more than you weaken it. 

I’m a firm believer that bringing di-
versity to the table is essential.

Since my start at the VCU Massey 
cancer center, I recognized that we 
did not have a chief diversity of fi-
cer. I know that chief diversity of-
ficers are typically associated with 
medical departments, and colleges, 
but I think the time has come to ex-

I’m really excited about the data 
presented. I think this is a very good 
first ef fort at trying to get our arms 
around something that’s not always 
been easy to do. My enthusiasm is 
very high for this report.

I think, however, that the report still 
needs a little more granularity—
while there is evidence of some di-
versity in our cancer centers, where 
is the diversity coming from? For 
example, is the diversity coming 
from the 71 NCI-designated cancer 
centers, or from the non-designated 
cancer centers?

It would also be good to know, in 
what positions does the diversity 
exist? Of ten, when we talk about 
diversity, for example, in most of 
our medical schools, the diversity 
is typically the dean of diversity, or 
chief diversity of ficer positions, as 
opposed to the dean of admissions, 
or the dean of a college.

What is the diversity we have 
amongst our associate directors? 
What positions do they hold? Are 
our underrepresented minority and 
women associate directors, associ-
ate directors of basic science, clini-
cal research, population science, or 
community outreach and engage-
ment/health disparity?

It would also be important to com-
pare the number of diverse cancer 
center directors and the deputy 
directors in NCI-designated versus 
the non-designated cancer centers. 
That’s an important thing to look at, 
because of the 71 cancer center di-
rectors, I am currently the only Af-
rican American. I hope that changes 
soon. I think that this is an import-
ant step to get a better grip on the 
work we need to do to increase the 
diversity at our cancer centers. This 
current report is an important first 
step in addressing this issue.
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This underscores the need for inclu-
sion bias training across the board.

Finally, initiatives to increase di-
versity via targeted recruitment, 
ef fective mentoring and retention, 
and successful promotion should be 
considered across all centers, along 
with a continuous review process 
that ensure such initiatives reach 
and sustain desired milestones.  

Maximizing the impact of cancer 
research to all of the diverse pop-
ulations in our local communities, 
in our states and across the nation 
goes hand-in-hand with enhanc-
ing the diversity of leadership. In-
cluding individuals from dif ferent 
backgrounds and life experiences 
facilitates informed and creative 
solutions to prevent, treat and 
cure cancer.

Mof fitt’s diversity ef forts are de-
signed to span all team members 
at our center. First, our Of fice of In-
stitutional Diversity is focused on 
ensuring that cultural humility and 
inclusivity are infused into every 
component of our center, including 
our interactions with our patients. 
This is accomplished through pur-
poseful recruitment, training and 
retention of minority team mem-
bers, as well as through training in 
inclusion bias and racial equity and 
by providing language services. 

Second, our Of fice of Community 
Outreach, Engagement, and Equi-
ty ensures that our scientific vision 
and direction are set in collabora-
tion with our community through 
ongoing partnerships that were 
established well over a decade ago. 

Finally, our Of fice of Research Edu-
cation and Training ensures that di-
versity is considered from the very 
earliest part of the cancer training 
pipeline beginning with K-12 stu-
dents, graduate trainees, post docs, 

Susan T. Vadaparampil
Associate center director, Community 
Outreach, Engagement & Equity,
Mof fitt Cancer Center & 
Research Institute

First, cancer centers that have di-
versity in the topmost position at 
a center have superior levels of 
leadership diversity in their orga-
nizations. This is especially true of 
centers led by women directors. 

Second, there appears to be inclu-
sion bias inherent in center directors 
who are white men, who perceive 
their leadership pipeline as diverse 
when in fact they are less diverse. 

Charles S. Fuchs, MD, MPH
Director, Yale Cancer Center;
Physician-in-chief, Smilow 
Cancer Hospital

The data shared by The Cancer Let-
ter highlighting the lack of diversity 
and gender inequality in oncology 
leadership positions is disappoint-
ing and underscores the importance 
of redoubling our ef forts to recruit 
and mentor diverse faculty and 
staf f at our leading cancer centers. 

This is a priority for our cancer cen-
ter and the focus of our Diversity, 
Equity and Inclusion Taskforce. 
We are committed to expanding 
diversity across all areas of our 
center, including our leadership 
team. Our scientific pursuits and 
academic missions will profoundly 
benefit from the increased diversity 
achieved at all levels of research, ed-
ucation, outreach, and patient care.

John Cleveland
Center director and executive 
vice president,
Mof fitt Cancer Center & 
Research Institute
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are doing much better with break-
ing down the glass ceiling on behalf 
of our female oncology colleagues, 
but are still lacking regarding other 
groups. We need to be active and 
redouble our ef forts, including ex-
panding the training and faculty 
career trajectory pipelines to en-
able improved representation in 
this regard. 

Diversity is critical, because no one 
group has a lock or monopoly on 
the badly needed new ideas. This 
is the life blood on scientific discov-
ery, and we can choose to ignore 
this reality at the ultimate price of 
cancer disease control needed by all 
of our patients. 

We have very active working rela-
tionships with high schools located 
in medically underserved neighbor-
hoods in Columbus as well as strong 
connectivity with historically Black 
colleges and universities through-
out the state of Ohio, our NCI-des-
ignated catchment area. Students 
are placed in OSUCCC member led 
research laboratories where cancer 
research projects are pursued. The 
students are tracked going forward, 
and are actively encouraged to ap-
ply to medical school or graduate 
school. A very high record of ma-
triculation has resulted. 

These ef forts require modest out-
lays of resources, pay bona fide divi-
dends, and the ROI can be observed 
downstream; the long term view 
will ultimately carry the day!

H. Shelton Earp, MD 
Director, UNC Lineberger 
Comprehensive Cancer Center;
Distinguished Professor,
Lineberger Professor of Cancer Research;  
Director, UNC Cancer Care,
University of North Carolina at Chapel Hill

to establish clear benchmarks of 
success. And we need to provide the 
necessary resources to pull it of f. 

Finally, as center directors we need 
to lead by example and show that 
diversity and Inclusion matter deep-
ly to each and every one of us. We 
need to make this very personal, and 
be deeply engaged in the outreach 
to the vulnerable populations in our 
communities, and to make this an 
expectation for all of our deputy 
and associate directors, program 
leaders, and eventually all faculty, 
such that diversity and inclusion be-
come part of our DNA—no longer 
initiatives but the new normal.

Raphael E. Pollock, 
MD, PhD
Director, The Ohio State University 
Comprehensive Cancer Center,
Kathleen Wellenreiter Klotz 
Chair in Cancer Research,
Arthur G. James Cancer Hospital & 
Richard J. Solove Research Institute

Probably the most important take-
away from the data is that although 
we are making progress, we have a 
long way to go. This is particularly 
the case in the realm of underrep-
resented minority leadership. We 

and extending to faculty across all 
levels. We emphasize both mentor-
ship and sponsorship across all lev-
els and support targeted initiatives 
to recruit and retain Black faculty 
trough the Faculty Diversity in On-
cology Program. 

While each group has had long-
standing initiatives focused on 
diversity, this moment in time has 
emphasized the need for unity in 
our ef forts. Thus, these teams now 
work more than ever in a coordi-
nated fashion to ensure that every 
aspect of the institution includes 
a focus on diversity and inclusion. 
We have done a deep dive on our 
own ef forts to recruit, retain, and 
support diverse faculty at the 
Center. Based on this assessment 
we are creating targeted goals in 
these areas. 

We have also formalized an Of fice 
of Minority Accrual to Clinical Trials, 
to expand the reach of our research 
and trials into all of our communi-
ty. Finally, our Community Outreach 
and Engagement facilitates ongoing 
involvement of our community to 
ensure that equity is foundational 
to setting the direction of our center.

As shown by your findings, while 
we have made progress, we have a 
long way to go. 

First, at a foundational level we 
need to be much more self-aware, 
and do a deep dive on the diversity 
landscape of our centers, our pa-
tients, and the communities that we 
all serve. Figure out where the gaps 
and needs are and develop action 
plans that fully address them. 

Second, establish metrics that en-
sure accountability in improving 
diversity in leadership. To move the 
needle on this critical issue, we need 
to be purposeful and deliberate in 
engaging appropriate leaders, and 
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David A. Tuveson MD, PhD
Director, Cold Spring Harbor 
Laboratory Cancer Center;
Roy J. Zuckerberg Professor,
Chief Scientist, The 
Lustgarten Foundation,
Cold Spring Harbor Laboratory;
President-elect, American 
Association for Cancer Research

history until the last 75 years. This 
is changing somewhat, as indicat-
ed by this year’s data, with women 
playing an increasing, yet still not 
equivalent, role in cancer center 
leadership. (Although COVID 19 is 
presenting unequal challenges for 
all working women). 

A greater level of inclusion could 
bring all of humanity, not just part of 
it, to bear on the world’s problems.

Our center has a long history of dis-
covery, analysis and definition of 
minority disparities in our state. We 
are proud of our findings in this area 
and our forays into intervention and 
implementation. With the enduring 
problems so starkly revealed by re-
cent events, however, as well as the 
health and economic toll of COVID 
on minority populations, we clearly 
have only scratched the surface. 

Our center has set up a high-level 
Equity Council which has begun to 
meet; its goal is not to “provide a 
“report”, but to develop a path for-
ward with metrics, a five-year plan, 
some specific targets for cancer cen-
ter investment, and a mechanism 
for monitoring our responsiveness. 

A cancer center can’t solve all the 
problems of structural racism but 
it can concentrate on: improving 
timely clinical care of minority 
populations; increasing minority ac-
crual to clinical trials; assuring staf f 
equity and advancement; training a 
well-supported and well-mentored 
next generation of minority scien-
tists; recruiting a larger cohort of 
minority and female faculty across 
population, clinical and basic scienc-
es; and enhancing an atmosphere 
that feels and is inclusive.

All of us need to figure out how to 
sustain the passion of the moment.

We are all underperforming. With 
the exception of centers with as-
sociated NCORPs, I’m not sure that 
the data on the directors’ race and 
gender, with respect to assembling 
a diverse staf f, are what we would 
call “clinically significant.” My guess 
is that within-group variation may 
be as large, or larger, than be-
tween-group dif ferences. That’s 
not an excuse for white male di-
rectors. It’s just that we are all not 
doing enough.

Clearly, the lived experiences of 
dif ferent people can and should 
make a huge dif ference in the de-
sign and execution of population, 
public health, implementation, 
early detection, and clinical and 
translational research. We are 
missing key knowledge on 35% of 
our cancer patients. We are incor-
porating basic scientists more and 
more into collaborative ef forts. 
The lived experience of minority 
basic scientists should contribute 
to the goals and objectives of team 
science. Their perspective also en-
riches training and adds new ideas 
to whatever we do. 

Male-dominated societies have 
failed to take advantage of half of 
humanity for virtually all recorded 

There is a dispropor tionate 
over-representation of white males 
in cancer center leadership posi-
tions, relative to the numbers en-
tering medical school today—this 
is likely multifactorial and implicit 
and explicit biases may factor into 
this trend. 

However, since most leaders went 
to medical school in 1970-1985, you 
might include the metrics on what 
the representation of women and 
minorities were then, to give a more 
balanced view rather than the 2019 
medical school applicants. 

[See all benchmark data on page 21.]

Diversity encourages dif ferent 
fields of view and may support an 
overall stronger working environ-
ment for research by promoting 
inclusivity and equality.
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scientists and also among their can-
cer disease site of specialization.

What this tells me is that there’s a 
rich diversity of leadership across 
our cancer centers. I do think 
there’s an opportunity for us to be 
more intentional in terms of how 
we select associate directors, dep-
uty directors, and other leadership 
roles. These leaders of ten become 
the directors of the future. We also 
must be clear on defining the roles 
for each of them, as well. It would 
be ideal if cancer centers reflect the 
demographics of their communi-
ties. Leadership should, at the very 
least, reflect the demographics of 
the scientific and medical commu-
nities that they lead.

If you have a given subset, a catego-
ry of people, with lots of the mid-ca-
reer physicians and scientists in that 
category, and they’re also not rep-
resented in leadership—then that’s 
an issue. Gender, race, and ethnicity 
are important, but also the leader’s 
specialty or sub-specialty expertise. 
Cancer research inquiry is strength-
ened by a diverse leadership team. 

I think, whether it’s conscious or 
unconscious, for every one of us, 
our behaviors and our opinions re-
flect our background. So, I think our 
centers are better, the community 
of cancer research leadership is bet-
ter, if as many possible backgrounds 
are reflected in leadership. My ex-
periences as a white male have been 
dif ferent in my lifetime than the ex-
periences of someone from a dif fer-
ent group, and so having a diversity 
of experiences in a leadership group 
is important.

Emory University has made di-
versity a priority, and we reflect 
that principle in Winship. We have 
strong gender diversity among 
many Winship leadership teams, 

Walter J. Curran, MD
Executive director,
Winship Cancer Institute 
of Emory University;
Associate vice president, cancer,
Woodruf f Health Sciences Center;
Lawrence W. Davis Chair of 
Radiation Oncology,
Emory University School of Medicine

We started an Education and Diver-
sity program at our cancer center, to 
begin to address the diversity issue 
head on. The new deputy director 
leading this is African-Caribbean, 
and brings unique perspective to 
this topic. 

Also, I have a fabulous Nigerian 
student in my lab who has just ac-
cepted a faculty position to start his 
own group at the Whitehead Insti-
tute. He has told me that he never 
envisioned himself in this position 
since very few people at our cancer 
center look like him.

I am trying to take his perspective 
to heart and make changes that en-
courage more diverse individuals to 
join our cancer center at all levels, 
since all I want is for cancer to be 
scared of us, rather than a poten-
tial cancer warrior to be concerned 
of a lack of people like themselves as 
the reason for not entering cancer 
science and cancer medicine. I have 
much to learn about this topic and 
hope to see my appreciation of this 
grow quickly.

You have started by measuring the 
parameters about diversity and the 
workforce in cancer centers. It is 
now for the readers to decide what 
should be done with this informa-
tion, and this will likely and appro-
priately include a call to increase 
female and minority leadership 
positions in cancer centers. 

Diversity, Equality and Equity are 
now common concepts that many 
are espousing following the contin-
uous violence against African Amer-
icans, and these issues may be re-
lated to health disparities amongst 
African Americans, Latino/Hispan-
ics, and Native Americans. 

I think the AACR report of a call to 
action on this topic also is a good 

start, and you might want to link 
it to your article. [The Cancer Letter, 
Sept. 25, Sept. 18, 2020]

There is an opportunity at many 
cancer centers to better understand 
the value of a diverse leadership 
group. It’s certainly important for us 
at Winship, as well as across Emory 
University.

This survey gives us a great body 
of data, and it will be interesting to 
see—with many diversity initiatives 
going on across cancer centers, uni-
versities, and other institutions—
what such a survey will look like 
in five or 10 years. It was also in-
teresting to see the distribution of 
the cancer center directors among 
physicians, physician scientists, and 

https://cancerletter.com/articles/20200925_4/
https://cancerletter.com/articles/20200918_5/
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places. Sometimes it means looking 
to other nations and institutions 
that don’t involve simply naming 
the person we know down the hall. 

We must also reach out to our com-
munities. Winship investigators 
have several grants which support 
science opportunities to middle 
school girls, high school students, 
and college students at historically 
black colleges and universities. Win-
ship also has a community adviso-
ry board that advises us on other 
initiatives. 

As someone who was a middle 
school science teacher in a rural ra-
cially diverse public school myself 
prior to medical school, I’m certainly 
sensitive to the opportunities that 
our community provides us.

mer rather than the latter, and that 
is true here at Winship. We have 
enrollment in our trials that reflects 
the demographics of the communi-
ty. We have extraordinary providers 
who reflect the demographics of 
our community, but we have oppor-
tunities in the leadership of our cen-
ter to reflect our community better, 
and we are committed to this.

It is difficult to identify a chal-
lenge unless you can measure it, 
and I think your report helps us 
measure diversity in cancer leader 
leadership. I was surprised that the 
relatively low number of associate 
and deputy directors across cancer 
centers who are of Asian descent. 
At our institution, that’s a fairly 
high number, but every center is 
dif ferent. I think we must seek out 
a diverse population of candidates 
for these positions. Sometimes that 
may mean looking beyond the usual 

but we have more opportunity. We 
in Atlanta reside in the cradle of the 
civil rights and we’re in the large 
state with a large black communi-
ty, and this provides us with both 
the opportunity and responsibility 
to have significant representation of 
underserved minorities among our 
physicians and leaders. And we’ve 
done some of that, but we have 
opportunities. We’re not satisfied 
where we are.

We address the issues of diversity 
in two major ways. One is to ensure 
that we provide exceptional access 
to all members of our communities 
for cancer care, exceptional cancer 
care, and cancer research. And the 
other is to ensure that our providers 
and researchers reflect the demo-
graphics of the community. 

I think most outstanding cancer 
centers do a better job with the for-

http://twitter.com/thecancerletter
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two-thirds (64%) reported that it was 
delayed or cancelled. Among people 
whose appointments were delayed or 
cancelled, 66% said it was their choice, 
and a similar percentage (63%) said 
that they were concerned about being 
behind on screenings.
 
Postponing cancer screenings for a few 
months is not necessarily dangerous, 
however, and avoiding medical set-
tings may have protected many people 
from contracting COVID-19. But in the 
months and years ahead, we should be 
concerned if a significant number of 
Americans stop seeking preventive care 
as this is predicted to increase mortali-
ty. Now is the time for oncologists and 

es along racial lines in perceptions of 
cancer care inequities, and widespread 
misunderstandings about cancer clin-
ical trials.
 

Delays in cancer 
screenings amid 
the pandemic
Similar to other recent research, ASCO’s 
survey found that many Americans 
have postponed critical cancer screen-
ing tests during the pandemic. Among 
Americans scheduled for a cancer 
screening test such as a mammogram, 
colonoscopy, skin check, or Pap/HPV 
test (37% of adults surveyed), nearly 

GUEST EDITORIAL

ASCO survey demonstrates 
views on cancer care amid 
COVID-19 and racial reckoning

Last week, a national public perception 
survey from the American Society 

of Clinical Oncology revealed a public 
grappling with cancer care amid the 
COVID-19 pandemic and the nation’s 
reckoning with racial injustice. 

This annual survey enables ASCO to 
understand the public’s perception of 
critical issues in cancer care so we can 
inform our own education programs, 
communications initiatives, and work 
in public policy. 

The results are a wake-up call and chal-
lenge for the oncology community, as 
they include evidence of delays in can-
cer screenings, significant differenc-

Lori Pierce, MD 
President, American Society of Clinical Oncology; 
Professor of radiation oncology, University of Michigan School of Medicine;
Vice provost for academic and faculty af fairs, University of Michigan, Ann Arbor

https://ehrn.org/delays-in-preventive-cancer-screenings-during-covid-19-pandemic/
https://www.asco.org/research-guidelines/reports-studies/national-cancer-opinion-survey
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But this is just a start. We must also be-
gin the dif ficult work of addressing our 
own biases to enact meaningful change 
for the benefit of patients.

Widespread 
misunderstandings about 
cancer clinical trials
 
Finally, but especially topical as the na-
tion and world focus on clinical trials 
testing “coronavirus” (SARS-CoV-2) vac-
cines, were respondents’ views on par-
ticipation in research. The survey found 
that three in four Americans (75%) say 
they would be willing to participate in 
a clinical trial for a cancer treatment if 
they were diagnosed with cancer. 

However, many have misunderstand-
ings about the benefits of clinical trial 
participation. For example, nearly half 
of all respondents (48%) believe pa-
tients with cancer who participate in 
clinical trials are not receiving the best 
possible care. In addition, three-quar-
ters of respondents (75%), including 
87% of patients with cancer, believe that 
some people who participate in cancer 
clinical trials receive a placebo rather 
than proven ef fective treatments. 

Oncology professionals know the real-
ity that placebos are extremely rare in 
cancer clinical trials and are only used 
when there is no standard treatment 
available. The willingness to participate 
despite this untrue perception of risk is 
itself remarkable, but this is a misunder-
standing that we can, and must, correct.
 
Improving participation in clinical trials 
(currently 3-5% for adults with solid tu-
mors) depends in part on our ability to 
overcome persistent myths about them. 
These findings show we need to do a 
much better job of educating our pa-
tients and the public about the benefits 
of clinical trials for people with cancer, 
and their importance in driving prog-
ress against the disease for everyone.

primary care physicians to follow up 
with patients to ensure they resched-
ule their evidence-based screening 
appointments.
 

Racial dif ferences in 
perceptions of cancer 
care inequities
 
The survey revealed that while a major-
ity of respondents (59%) say racism can 
af fect the health care a person receives, 
there are significant dif ferences in opin-
ion along racial lines. Racial and ethnic 
minorities, including Blacks (76%), 
Hispanics (70%), and Asians (66%), 
are more likely to say that racism can 
impact the care a person receives than 
whites (53%).
 
Similarly, Blacks are significantly more 
likely than whites to believe there is un-
equal access to cancer care in America, 
with 71% of Black adults saying that 
Blacks are less likely to have access to the 
same quality of cancer care as whites, 
compared to 47% of white adults.
 
Like all healthcare in America, the on-
cology community remains far from the 
goal of ensuring equal access to timely, 
high-quality care. As the coronavirus 
pandemic has laid bare, systemic rac-
ism—the unequal treatment built into 
our health care system—undermines 
public health in measurable ways.

It also deeply af fects patients with 
cancer specifically, as evidence shows 
Blacks have the highest death rate and 
shortest survival of any racial group for 
most cancers.
 
To do right by the patients we serve, we 
must confront the systemic issues that 
have created these disparities. To that 
end, this summer ASCO issued a set of 
recommendations to address equity 
in cancer care and research and is de-
veloping a concrete action plan for the 
coming years. 

To do right by the 
patients we serve, we 
must confront the 
systemic issues that 
have created these 
disparities. To that 
end, this summer 
ASCO issued a set of 
recommendations 
to address equity 
in cancer care and 
research and is 
developing a concrete 
action plan for the 
coming years. 
                                              

https://ascopubs.org/doi/full/10.1200/JCO.20.00642
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The network, called SeroNet, is de-
signed to increase the nation’s an-

tibody testing capacity and engage the 
U.S. academic, government and private 
sector biomedical research institutions 
in ef forts to understand the immune 
response to COVID-19. 

“What seroprevalence levels are needed 
in a population for herd immunity—and 
the speculations go all over the map. But 
suf fice it to say that we don’t know,” NCI 
Principal Deputy Director Douglas R. 
Lowy said at a press briefing Oct. 8. “Se-
roprevalence is actually what percent-
age in a population [has] antibodies. 
NCI is funding research to address these 
and related questions through SeroNet, 
as well as other research—and much of 
it is in collaboration with the National 
Institute of Allergy and Infectious dis-
eases and the Centers for Disease Con-
trol [and Prevention].” 

As part of the Paycheck Protection Pro-
gram and Health Care Enhancement 
Act, Congress authorized $306 million 

for NCI to develop, validate, improve, 
and implement serological testing and 
associated technologies. SeroNet is the 
largest of NCI’s serological science ini-
tiatives funded by the COVID-19 emer-
gency appropriation, accounting for 
more than half of the allocation (The 
Cancer Letter, June 19, 2020). 

Funds were distributed to eight Centers 
of Excellence, 13 research projects, and 
four capacity building centers. SeroNet 
also includes Frederick National Labo-
ratory Serology Lab and one Network 
Coordinating Center. 

“All of the SeroNet components will 
work closely together, sharing infor-
mation and resources. Furthermore, 
all of the publications funded through 
Seronet will be published in an open 
access format, and the underlying data 
made immediately available,” Dinah 
Singer, head of the Molecular Regula-
tion Section and deputy director for 
Scientific Strategy and Development 
at NCI, said at the press briefing. 

All the samples and data generated by 
SeroNet will be made publicly avail-
able, she said.

NCI has awarded Serological Centers of 
Excellence U54 grants to eight institu-
tions, which will conduct research proj-
ects that will characterize the immune 
responses to coronavirus infection and 
determine what drives immune re-
sponse, disease progression, and pro-
tection against future infection.

Award sizes for the Centers of Excel-
lence range from $815,000 to $2 million 
each year for the five-year duration 
of the award. 

The eight institutions that received the 
U54 grants as Centers of Excellence are: 

 • Ohio State University: Center for 
Serological Testing to Improve 
Outcomes from Pandemic COVID-19 
(STOP-COVID), 

NCI awards 25 grants and 
contracts as part of SeroNet
By Alexandria Carolan

NCI has awarded 25 grants and contracts as part of the 
Serological Sciences Network initiative. 

https://cancerletter.com/articles/20200619_1/
https://www.cancer.gov/research/key-initiatives/covid-19/coronavirus-research-initiatives/serological-sciences-network/u54-centers-of-excellence
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 • Kaiser Foundation Research 
Institute, 

 • Yale University, 

 • Michigan State University, 

 • University of Arkansas for Medi-
cal Sciences, 

 • La Jolla Institute for Immunology, 

 • University of Puerto Rico, Medi-
cal Sciences, 

 • University of Alabama at 
Birmingham, 

 • University of Massachusetts Medi-
cal School Worchester, and 

 • Harvard School of Public Health. 

Also, four Capacity Building Centers 
were awarded subcontracts through 
the Frederick National Lab. 

“These centers are charged with devel-
oping and expanding serological testing 
capacity and practice in the communi-

Infection in Lung Cancer Based on 
Serological Antibody Analyses.

NCI also awarded U01 grants to re-
searchers at 12 institutions to conduct 
research projects on basic and applied 
serological research.

“These research projects are smaller 
in scale and scope. Typically, they’ll be 
carried out in a single lab,” Singer said. 

The award size ranges from $500,000 
to $750,000 each year for five years, 
Singer said. 

The 13 institutions that received U01 
grants for research projects are: 

 • Wadsworth Center, 

 • Beth Israel Deaconess Medi-
cal Center, 

 • Case Western Reserve University for 
two separate projects, 

 • University of North Carolina Chapel 
Hill: North Carolina SeroNet Center 
for Excellence, 

 • Cedars-Sinai Medical Center: 
Diversity and Determinants of the 
Immune-Inflammatory Response to 
SARS-CoV-2, 

 • Johns Hopkins University: Johns 
Hopkins Excellence in Pathogenesis 
and Immunity Center for SARS-
CoV-2 (JH-EPICS), 

 • Tulane University: Tulane Universi-
ty COVID Antibody and Immunity 
Network (TUCAIN), 

 • Stanford University: Mechanisms 
and Duration of Immunity to 
SARS-CoV-2, 

 • Emory University: Immune Regula-
tion of COVID-19 Infection in Cancer 
and Autoimmunity, and

 • Icahn School of Medicine at Mount 
Sinai: Vulnerability of SARS- CoV-2 

• It is not currently known:
owhether being antibody-positive is associated with protection against 

reinfection  
owhat antibody levels may be associated with protection 
ohow long protection will last
oWhat seroprevalence levels are needed in a population for herd 

immunity
• NCI is funding research, much of it with NIAID and CDC, to address these 

questions

Some SARS-CoV-2 serology questions

https://www.cancer.gov/research/key-initiatives/covid-19/coronavirus-research-initiatives/serological-sciences-network/u01-research-projects
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ted to FDA, they have been as low as 
30%—but some have been as high as 
100%. Specificity has varied from 87% 
to 100%. And specificity means that the 
device does not detect false positives.”

NCI sends these results to FDA to help 
the agency determine whether a test 
is suitable for Emergency Use Autho-
rization. Results are posted at the FDA 
website once the agency makes that 
determination.  

Based on a summary of 102 commercial 
serology devices evaluated by FNLCR 
serology laboratory, if a test has 99% 
specificity and the seroprevalence rate 
is found to be 10%:

 • Ten percent of the positives will be 
false-positives,

 • (For 100 tests, nine will be ac-
tual positives and one will be 
false-positive). 

(The Cancer Letter, July 24, 2020). In April, 
the institute began to characterize the 
performance of many SARS-CoV-2 se-
rology devices submitted to FDA. 

In June, NCI started working on a serol-
ogy dashboard to provide information 
on antibody testing in the U.S., and in 
September, the institute began work 
on a SARS-CoV-2 serum that would be 
available for use by vaccine manufac-
turers and by institutions producing 
convalescent plasma/serum for treating 
COVID-19 patients. 

“This is a work in progress that we just 
began in September, and we hope 
sometime next month to be able to 
have that standard,” Lowy said. 

NCI measures specificity of serological 
devices, Lowy said.

“There has been a remarkable variation, 
that in some devices that were submit-

ty. They’ll scale up screening capacity to 
reach at least 5,000 samples per week 
with assays that have been granted FDA 
Emergency Use Authorization,” Singer 
said. “The centers will also perform 
long-term studies of the prevalence of 
COVID-19 across the country.” 

The four Capacity Building Centers are: 

 • Arizona State University,

 • Feinstein Institute for Medi-
cal Research,

 • University of Minnesota, and

 • Icahn School of Medicine at 
Mount Sinai.

NCI serology ef forts 
NCI has developed three serology ef-
forts related to the COVID-19 pandemic 

8

13 Research Projects (U01 grants) 
University at Albany, Wadsworth Center
High-Throughput Dried Blood Spot (HT-DBS) Technologies in 
SARS-CoV-2 Serology and Vaccinology

University of Arkansas for Medical Sciences
DISCOVER: Disparities in Immune Response to SARS-CoV-2 in 
Arkansas

Beth Israel Deaconess Medical Center
Immunologic Signatures of SARS-CoV-2 Vaccination and Disease

La Jolla Institute for Immunology
SARS-CoV-2-reactive tissue-resident in memory T cells in health 
and cancer subjects

Harvard School of Public Health 
Leverage Serologic Data in Mathematical Models to Control 
COVID-19

University of Puerto Rico, Medical Sciences
SARS-CoV-2 correlates of protection in a Latino-origin population

Kaiser Foundation Research Institute
SARS-CoV-2 Serological Antibody Testing for Disease 
Surveillance and Clinical Use

University of Alabama at Birmingham
Adaptive Immunity and Persistent SARS-CoV-2 Replication

Yale University
Immuno-Serological Assays for Monitoring COVID19 in Patients 
with Hematologic Malignancies

University of Massachusetts Medical School Worchester
Enhancing racial and ethnic diversity in COVID-19 research 
participation through storytelling (COVIDstory)

Case Western Reserve University
Pre-exposure Immunologic Health and Linkages to SARS-CoV-2 
Serologic Responses, Endothelial Cell Resilience, and 
Cardiovascular Complications: Defining the mechanistic basis of 
high-risk endotypes

Michigan State University
Culturally-targeted communication to promote SARS-CoV-2 
antibody testing in saliva: Enabling evaluation of inflammatory 
pathways in COVID-19 racial disparities

Case Western Reserve University
Early Drivers of Humoral Immunity to SARS-CoV-2 Infections

https://www.fda.gov/medical-devices/emergency-situations-medical-devices/eua-authorized-serology-test-performance
https://cancerletter.com/articles/20200724_5/
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boards through the clinical trials report-
ing system and other databases. 

“The key features are to make this a 
publicly accessible data warehouse 
that would systematically document 
and track SARS-CoV-2 serology studies 
and associated test results, and then to 
have a tracking dashboard to visualize 
the serology data and to present the 
results overall and by key strata,” Lowy 
said. “We hope it will go live with actual 
data sometime next month.” 

The dashboard will show appropriate 
data elements through dynamic pop-
ups on the dashboard, Lowy said. This 
could be broken down the level of state, 
county, or ZIP code. 

“We have interacted with a group in 
Canada that is developing a serologi-
cal dashboard that is analogous for the 
world—and our system is designed to 
be compatible and interoperable with 
theirs,” Lowy said. 

If a test has 95% specificity and the se-
roprevalence rate is found to be 10%: 

 • Fif ty percent of the positives will be 
false-positives,

 • (For 100 tests, five will be ac-
tual positives and five will be 
false-positive).

Antibody studies can be used to mea-
sure seroprevalence, and these tests 
should be able to identify “virtually ev-
eryone who has had symptomatic infec-
tion, and most of those who have had 
asymptomatic infection,” Lowy said. 
“Antibody tests are not used for diag-
nosing herd SARS-CoV-2 infection. Di-
agnostic tests can instead identify parts 
of the actual virus, either viral RNA, 
which is most of what’s used, or in some 
instances, measuring viral protein.”

In June, HHS, CDC and NIAID asked 
NCI to develop the SARS-CoV-2 Serolo-
gy Dashboard. The Frederick National 
Lab has the expertise developing dash-

Dynamic popups showing any data 
elements deemed appropriate: 
State, county, ZIP code, time-trends

Tracking dashboard in development: to visualize SARS-Cov-2 serology data

What seroprevalence 
levels are needed in 
a population for herd 
immunity—and the 
speculations go all 
over the map. But 
suffice it to say that 
we don’t know.

– Douglas Lowy                                            
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Jennifer A. Doudna 
and Emmanuelle 
Charpentier receive 
2020 Nobel Prize 
in Chemistry

Jennifer A. Doudna, of the University of 
California, Berkeley, and Emmanuelle 
Charpentier, of the Max Planck Unit for 
the Science of Pathogens in Germany, 
have won the 2020 Nobel Prize in Chem-
istry for the development of the CRISPR/
Cas9 genome-editing system.

CRISPR/Cas9 stands for “clustered reg-
ularly interspaced short palindromic 
repeats/CRISPR associated protein 9.” 

“There is enormous power in this genet-
ic tool, which af fects us all. It has not 

only revolutionised basic science, but 
also resulted in innovative crops and 
will lead to ground-breaking new med-
ical treatments,” Claes Gustafsson, chair 
of the Nobel Committee for Chemistry, 
said in a statement.

The discovery was unexpected. During 
Emmanuelle Charpentier’s studies of 
Streptococcus pyogenes, she discovered 
a previously unknown molecule, tracrR-
NA. Her work showed that tracrRNA is 
part of bacteria’s ancient immune sys-
tem, CRISPR/Cas, that disarms viruses 
by cleaving their DNA.

Charpentier published her discovery in 
2011. The same year, she initiated a collab-
oration with Jennifer Doudna, an experi-
enced biochemist with vast knowledge of 
RNA. Together, they succeeded in recreat-
ing the bacteria’s genetic scissors in a test 
tube and simplifying the scissors’ molecu-
lar components so they were easier to use.

In an epoch-making experiment, they 
then reprogrammed the genetic scis-
sors. In their natural form, the scissors 
recognize DNA from viruses, but Char-
pentier and Doudna proved that they 
could be controlled so that they can cut 
any DNA molecule at a predetermined 
site. Where the DNA is cut, it is then 
easy to rewrite the code of life.

This tool has contributed to many im-
portant discoveries in basic research, 

and plant researchers have been able 
to develop crops that withstand mould, 
pests and drought. In medicine, clin-
ical trials of new cancer therapies 
are underway.

Harvey J. Alter, 
Michael Houghton 
and Charles M. 
Rice receive the 
2020 Nobel Prize 
in Physiology 
or Medicine for 
the discovery of 
hepatitis C virus
Harvey J. Alter, Michael Houghton, and 
Charles M. Rice received the Nobel Prize 
in Physiology or Medicine for the discov-
ery of hepatitis C virus.  

Alter is senior scholar at the NIH Clini-
cal Center’s Department of Transfusion 
Medicine, Houghton is director, Li Ka 
Shing Applied Virology Institute pro-
fessor in the Department of Medical 
Microbiology & Immunology at Univer-
sity of Alberta in Canada, and Rice is the 
Maurice R. and Corinne P. Greenberg 
Professor in Virology at the Rockefeller 
University. 

2020 NOBEL PRIZES
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At this point, one essential piece of the 
puzzle was missing: could the virus 
alone cause hepatitis? To answer this 
question the scientists had to investi-
gate if the cloned virus was able to rep-
licate and cause disease. 

Charles M. Rice, a researcher at Wash-
ington University in St. Louis, along with 
other groups working with RNA viruses, 
noted a previously uncharacterized re-
gion in the end of the hepatitis C virus 
genome that they suspected could be 
important for virus replication. 

Rice also observed genetic variations 
in isolated virus samples and hypoth-
esized that some of them might hin-
der virus replication. Through genetic 
engineering, Rice generated an RNA 
variant of hepatitis C virus that includ-
ed the newly defined region of the viral 
genome and was devoid of the inacti-
vating genetic variations. 

When this RNA was injected into the liv-
er of chimpanzees, virus was detected 
in the blood, and pathological changes 
resembling those seen in humans with 
the chronic disease were observed. This 
was the final proof that hepatitis C virus 
alone could cause the unexplained cas-
es of transfusion-mediated hepatitis.

Identification of the novel virus was 
now a high priority. All the traditional 
techniques for virus hunting were put to 
use but, in spite of this, the virus eluded 
isolation for over a decade. 

Michael Houghton, working for the 
pharmaceutical firm Chiron, undertook 
the arduous work needed to isolate the 
genetic sequence of the virus. Hough-
ton and his co-workers created a col-
lection of DNA fragments from nucleic 
acids found in the blood of an infected 
chimpanzee. The majority of these frag-
ments came from the genome of the 
chimpanzee itself, but the researchers 
predicted that some would be derived 
from the unknown virus. 

On the assumption that antibodies 
against the virus would be present in 
blood taken from hepatitis patients, 
the investigators used patient sera to 
identify cloned viral DNA fragments en-
coding viral proteins. Following a com-
prehensive search, one positive clone 
was found. Further work showed that 
this clone was derived from a novel RNA 
virus belonging to the Flavivirus family 
and it was named Hepatitis C virus. The 
presence of antibodies in chronic hep-
atitis patients strongly implicated this 
virus as the missing agent.

Prior to their work, the discovery of the 
hepatitis A and B viruses had been crit-
ical steps forward, but the majority of 
blood-borne hepatitis cases remained 
unexplained. The discovery of hepatitis 
C virus revealed the cause of the remain-
ing cases of chronic hepatitis and made 
possible blood tests and new medicines 
that have saved millions of lives.

In the 1960’s, Baruch Blumberg deter-
mined that one form of blood-borne 
hepatitis was caused by a virus that be-
came known as Hepatitis B virus, and 
the discovery led to the development 
of diagnostic tests and an ef fective vac-
cine. Blumberg was awarded the Nobel 
Prize in Physiology or Medicine in 1976 
for this discovery.

At that time, Harvey J. Alter, at NIH, 
was studying the occurrence of hepati-
tis in patients who had received blood 
transfusions. Although blood tests for 
the newly-discovered hepatitis B virus 
reduced the number of cases of trans-
fusion-related hepatitis, Alter and 
colleagues demonstrated that a large 
number of cases remained. Tests for 
hepatitis A virus infection were also de-
veloped around this time, and it became 
clear that hepatitis A was not the cause 
of these unexplained cases.

A significant number of those receiving 
blood transfusions developed chronic 
hepatitis due to an unknown infec-
tious agent. Alter and his colleagues 
showed that blood from these hepatitis 
patients could transmit the disease to 
chimpanzees, the only susceptible host 
besides humans. Subsequent studies 
also demonstrated that the unknown 
infectious agent had the characteristics 
of a virus. 

Alter’s methodical investigations had 
in this way defined a new, distinct form 
of chronic viral hepatitis. The mysteri-
ous illness became known as “non-A, 
non-B” hepatitis.
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Kelvin Lee named 
director of IU Melvin 
and Bren Simon 
Comprehensive 
Cancer Center

Kelvin Lee was named director of the In-
diana University Melvin and Bren Simon 
Comprehensive Cancer Center. 

A $15 million fund established by the 
Walther Cancer Foundation will support 
him in this role.   

Lee’s position will begin in January 
2021. He succeeds Patrick J. Loehrer, 
who served as cancer center director 
since 2009. Loehrer will continue to 
see patients with gastrointestinal and 
thymic malignancies and carry on his 
work focused on global oncology and 
health equities.

Lee was also named senior associate 
dean of cancer research at IU School 
of Medicine and the H.H. Gregg Pro-
fessor of Oncology. He will also direct 
the cancer institute, an umbrella enti-
ty designed to facilitate collaboration 
among cancer disciplines at IU School 
of Medicine and Indiana University 
Health. He will have appointments with 
both the Department of Medicine and 
the Department of Microbiology and 
Immunology.  

Since 2006, Lee was the Jacobs Family 
Chair of Immunology at the Roswell 
Park Comprehensive Cancer Center. 
The co-leader of the Cancer Center Tu-
mor Immunology and Immunotherapy 
Program from 2006 to 2018, Lee led the 
group through three successful NCI 
cancer center support grant renewals 
before stepping down to take on the 
position of senior vice president for the 
Basic Sciences.

The IU Simon Comprehensive Cancer 
Center was designated a comprehen-
sive cancer center by the NCI in 2019. 
The center’s nearly 250 researchers con-
duct all phases of cancer research, from 
laboratory studies to clinical trials to 
population-based studies that address 
environmental and behavioral factors 
that contribute to cancer.

As cancer center director, Lee will also 
play a key role in setting the future 
course for two significant centers at IU 
School of Medicine—the Vera Bradley 
Foundation Center for Breast Cancer 
Research and the Brown Center for 
Immunotherapy. 

“I am very excited to join IU School of 
Medicine to continue to build the world-
class ef fort in cancer research, educa-
tion and care for the people of Indiana, 
nationally and globally. The renewal of 
the IU Simon Comprehensive Cancer 
Center core grant and achievement of 
comprehensive designation speaks to 
the outstanding faculty and staf f that 
are leading this charge,” Lee said in a 
statement. “I have also been incredibly 
impressed by the deep commitment of 
IU School of Medicine and IU Health in 
these ef forts, and this was a major rea-
son in my decision to join IU.

As a physician-scientist, Lee’s research 
interests are both laboratory and clini-
cal based. In the lab, his research ef forts 
are RO1-funded and primarily focus on 
multiple myeloma, as well as myeloid 
dendritic cell dif ferentiation in cancer. 
Lee sees patients with multiple my-
eloma once a week in clinic and is the 
principal investigator on active clinical 
trials of immunotherapy in myeloma at 
Roswell Park. 

Jan Kitajewski 
named director of 
the University of 
Illinois Cancer Center

IN BRIEF
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Jan Kitajewski was named director of 
the University of Illinois Cancer Center, 
ef fective Oct. 16, 2020. 

Kitajewski has been interim director of 
the UI Cancer Center since December 
2019. During this time, he has estab-
lished new pilot funding, managed an 
external advisory board visit, engaged 
community members, and worked re-
cruited oncology physician scientists 
and other faculty.  

Last year, his laboratory successfully se-
cured an industry-sponsored research 
agreement to develop a novel cancer 
therapeutic antibody. Kitajewski was 
recruited in 2016 as head of the depart-
ment of physiology and biophysics in 
the College of Medicine. As head, Ki-
tajewski has spearheaded the recruit-
ment of faculty members—expanding 
departmental focus in cardiovascular 
biology, obesity, cancer, and cell biolo-
gy. He also oversaw the launch of a new 
master of science in medical physiology 
program and a new vascular biology, 
signaling, and therapeutics T32-funded 
training program.

Previously, Kitajewski was Charles and 
Marie Robertson Professor at Columbia 
University. He was co-director of the 
Cancer Signaling Networks Program at 
Herbert Irving Comprehensive Cancer 
Center, director of the Division of Repro-
ductive Sciences in the Department of 
Obstetrics & Gynecology, and director 
of the Women’s Cancer Program. Kita-
jewski was a program leader for 12 years 
and led three rounds of NCI review, re-
ceiving an exceptional score in 2014. He 
has also served on review panels for NIH 
and Department of Defense research 
grants, program projects and training 
grants, and NCI intramural program 
research evaluations.

Af ter earning his PhD in molecular biol-
ogy from Princeton University, Kitajew-
ski completed a postdoctoral fellowship 
in molecular oncology working with 
Nobel Laureate Harold Varmus at the 

University of California, San Francisco. 
As a scientist, Kitajewski has received 
continuous funding from the NIH for 25 
years and he has been the recipient of 
the Irma T. Hirschl-Monique Weill-Cau-
lier Career Scientist Award, the DOD 
Breast Cancer Program Career Devel-
opment Award, and American Cancer 
Society Junior Faculty Award.

His work has uncovered mechanisms of 
embryonic, ovarian, retinal and tumor 
angiogenesis and contributed to our un-
derstanding of fertility, preeclampsia, 
vascular malformations, retinopathies, 
tumor angiogenesis and metastasis. He 
also recently completed service as the 
President of the North American Vas-
cular Biology Organization.

Ira Pastan receives 
Paul A. Volcker Career 
Achievement Medal

Ira Pastan, distinguished investigator 
at NCI, has received the Paul A. Volcker 
Career Achievement Medal from the 
Partnership for Public Service for his 
discovery of moxetumomab pasudo-
tox-tdfk (Lumoxiti), which is indicated 
for the treatment of relapsed or refrac-
tory hairy cell leukemia.  

Pastan’s discovery led to the finding 
of a new class of drugs, recombinant 
Immunotoxins. 

“Dr. Pastan is now building on the success 
of this new class of drugs he developed 
called recombinant immunotoxins that 
could also be ef fective against solid tu-
mors such as pancreatic and lung cancer, 
and mesothelioma, in addition to leuke-
mia,” Thomas Misteli, director of cancer 
research at NIH, said in a statement. 

In 2018, FDA approved Lumoxiti to treat 
relapsed or refractory hairy cell leuke-
mia. Lumoxiti, is the result of decades 
of research by Pastan, whose discovery 
has led to a class of drugs that can kill 
cancer cells while leaving healthy cells 
intact and save patients’ lives. 

When Pastan first came up with his idea 
of using bacterial toxins for treating can-
cer, “it was not popular and most immu-
nologists said it would never work, but 
he has taken this idea and this dream 
and turned it into reality,” Michael 
Gottesman, deputy director for Intramu-
ral Research at NIH, said in a statement. 

“Lumoxiti fills an unmet need for pa-
tients with hairy cell leukemia whose 
disease has progressed af ter trying 
other FDA-approved therapies,” Richard 
Pazdur, director of the FDA’s Oncology 
Center of Excellence and acting direc-
tor of the Of fice of Oncologic Diseases 
in the FDA’s Center for Drug Evaluation 
and Research, said in a statement at the 
time the drug was approved.

Reflecting on the FDA approval, Pastan, 
who continues to work at age 88, said, 
“I am very excited about that. It is how 
things usually begin. Once a drug is ap-
proved for one kind of cancer, you try to 
make it useful for treating other types 
of cancer.”  

Pastan’s research focuses on bacterial 
protein toxins that are toxic to human 
and other animal cells. 
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Kevin Kalinsky was named director of 
the Glenn Family Breast Center at Win-
ship Cancer Institute of Emory Universi-
ty.  Kalinsky was also named associate 
professor in Emory University School of 
Medicine’s Department of Hematology 
and Medical Oncology. 

Kalinsky comes to Winship from New 
York-Presbyterian Hospital Colum-
bia University Irving Medical Center. 
He was on the faculty there for 12 
years as a breast cancer physician and 
investigator.  

His research includes drug development 
in metastatic breast cancer.  

David Gius named 
associate cancer 
center director for 
translational research 
at Mays Cancer Center
David Gius was named associate can-
cer center director for translational re-
search at the Mays Cancer Center, home 
to UT Health San Antonio MD Anderson. 

Gius was recruited to the Mays Cancer 
Center from the Robert H. Lurie Com-
prehensive Cancer Center at Northwest-
ern University with a $6 million senior 

ligence-Enabled Pathology Center of Ex-
cellence. In his research, Fuchs develops 
large-scale systems for mapping the pa-
thology, origins, and progress of cancer, 
building a high-performance computer 
cluster to train deep data networks at 
petabyte scale.

Fuchs will co-lead the Hasso Plattner 
Institute for Digital Health at Mount 
Sinai, established in 2019 by the Mount 
Sinai Health System and the Hasso Plat-
tner Institute.

Previously, Fuchs was director of the 
Warren Alpert Center for Digital and 
Computational Pathology at Memorial 
Sloan Kettering Cancer Center and as-
sociate professor at Weill Cornell Grad-
uate School for Medical Sciences. 

At MSK, he led a laboratory focused on 
computational pathology and medical 
machine learning. Fuchs co-founded Paige.
AI in 2017, and led its initial growth as an 
AI company in pathology. He is a former 
research technologist at NASA’s Jet Propul-
sion Laboratory and visiting scientist at the 
California Institute of Technology. 

Kevin Kalinsky 
named director of 
Glenn Family Breast 
Center at Winship

He worked to direct the biotoxin to target 
cancer cells. The agents are termed “re-
combinant immunotoxins,” and they kill 
cells by interfering with the cell’s ability to 
build proteins and grow, a mechanism not 
employed by other anti-cancer agents.   

Once Pastan and his lab partners had a 
drug in hand, they started clinical trials 
and awaited the results. Pastan said he 
would always remember the moment he 
got word of the trial’s ef fect on patients.   

“I was on vacation, and I got a call from 
my clinical colleague. ‘Ira! The leukemia 
counts have fallen by 50% and it’s only 
day one.’ The cancer went away entirely 
for many patients,” Pastan said. “Eight or 
10 years later, some of those patients have 
survived without any detectable cancer. 
So, the drug can cure many people.”  

Pastan is also known for mentoring 
other scientists, including Nobel Prize 
winners Harold Varmus and Robert 
Lefkowitz as well as Doug Lowy, deputy 
director of NCI.  

Thomas J. Fuchs 
named dean of 
artificial intelligence 
and human health, 
co-director of Hasso 
Plattner Institute 
for Digital Health 
at Mount Sinai 
Thomas J. Fuchs was named co-director 
of the Hasso Plattner Institute for Digi-
tal Health at Mount Sinai, dean of artifi-
cial intelligence and human health, and 
professor of computational pathology 
and computer science in the Depart-
ment of Pathology at the Icahn School 
of Medicine at Mount Sinai. 

Fuchs will build on AI initiatives at 
Mount Sinai Digital and Artificial Intel-
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been developing—known as MAEGI, or 
Multiplexed Activation of Endogenous 
Genes as an Immunotherapy.

“The ACGT Scientific Advisory Council 
finds Dr. Chen’s MAEGI technology to 
be unique and exciting because it simul-
taneously targets multiple dif ferences 
and activates multiple immune system 
responses,” Kevin Honeycutt, CEO and 
president of ACGT, said in a statement. 
“It has proven to be very ef fective in ani-
mal models. We believe our support will 
enable its advancement into the clinic 
where it would have major, life-saving 
impact on pancreatic and other dif fi-
cult-to-treat cancers, such as melano-
ma, glioblastoma and triple negative 
breast cancer.”

City of Hope forms 
AccessHope for 
employers to improve 
care, experience, 
outcomes and value
City of Hope has established Access-
Hope, a wholly owned subsidiary ded-
icated to serving employers and their 
health care partners by providing access 
to City of Hope’s cancer expertise. 

Sarasota Memorial 
Cancer receives $25 
million from Brian 
and Sheila Jellison 
Family Foundation 
Sarasota Memorial Healthcare Foun-
dation has received $25 million from 
the Brian and Sheila Jellison Family 
Foundation.

The Jellisons’ donation is the largest 
in the Sarasota Memorial Healthcare 
Foundation’s history, pushing the 
healthcare foundation’s cancer cam-
paign closer to its $75 million goal.

The cancer institute is expanding its 
team of oncology specialists and creat-
ing a centralized place for coordinated 
care and support for patients, families 
and caregivers.

The cancer Institute will now be known 
as the Brian D. Jellison Cancer Institute, 
which will include the eight-story oncol-
ogy tower being built on the hospital’s 
main campus. The building is expected 
to be open in fall 2021.

Yale’s Sidi Chen 
receives $500,000 
ACGT grant for 
pancreatic cancer 
research
Sidi Chen, assistant professor in the 
Department of Genetics and Systems 
Biology Institute at Yale School of Medi-
cine and member of Yale Cancer Center, 
received a $500,000 grant from Alliance 
for Cancer Gene Therapy for pancreatic 
cancer research.

With the funding, Chen plans to ad-
vance a highly scalable strategy he’s 

investigator recruitment grant awarded 
in August by the Cancer Prevention and 
Research Institute of Texas.

Gius, professor of radiation oncology, 
studies the cellular processes that gov-
ern aging, cellular metabolism and can-
cer. He has developed several mouse 
models to study these health issues in 
breast cancer and other types of human 
malignancies.

He brought four researchers with him to 
the Mays Cancer Center and, in addition 
to the $6 million CPRIT grant, three NCI 
grants totaling about $4 million. He has 
developed eight genetically modified 
mouse models to study human breast, 
prostate and liver tumors.

“Our work addresses a fundamental 
issue in oncology, namely that age rep-
resents a strong cancer risk factor. I fo-
cus on the biology of the aging protein 
Sirtuin-3 (SIRT3) and two mitochondri-
al proteins that direct the mechanisms 
that af fect the flow of energy in the 
development and growth of cancer 
and tumor cell resistance,” he said in a 
statement. “Through our research, we 
hope to eventually be able to help med-
ical practitioners identify patients who 
are more likely to respond to therapy, 
predict the duration of drug response 
and explain acquired drug resistance.”
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direction to trusted information-
al materials.

 • Expert Evaluation: During an in-per-
son evaluation at City of Hope, 
patients are paired with an oncolo-
gist or hematologist who specializes 
in their specific type of cancer and 
receive consultations with addition-
al experts as needed (e.g., surgical 
oncologist, radiation oncologist, 
supportive care practitioner or 
other specialists). The service is 
inclusive of coordination with the 
patient’s local doctor in continuing 
their ongoing care.

“We recognized several years ago the 
tremendous benefit to cancer patients 
of re-imagining how they can receive 
the most innovative care available as 
close to home as possible,” Robert Stone, 
City of Hope’s president and CEO, said 
in a statement. “The demand we have 
experienced from employers across 
the country led us to form AccessHope, 
which will accelerate and expand our 
ability to partner with like-minded em-
ployers, doctors and health care provid-
ers to transform the industry.”

that are most vulnerable to care 
mismatches in the treatment plan, 
are the most complicated/complex, 
and will be most positively impact-
ed with respect to outcomes and 
cost savings by early and ef fective 
intervention.

 • Expert Advisory Review: Af ter a 
cancer diagnosis, patients can con-
tact AccessHope to request a review 
of their medical record from an ex-
pert in their specific cancer type to 
evaluate the therapeutic approach. 
When needed, AccessHope’s expert 
can work with an employee’s local 
physician to provide input on a clini-
cally appropriate treatment plan — 
with the goal of achieving optimal 
outcomes without the patient ever 
needing to travel for care.

 • Cancer Support Team: Experienced 
oncology nurses are available 
to speak with patients and their 
families. Nurses can help patients 
understand their specific type 
of cancer, prepare for their first 
appointment with an oncologist, 
and provide emotional support and 

The institution has invested over $40 
million into AccessHope, a compa-
ny that partners with employers to 
provide their employees with cancer 
information and expert clinical deci-
sion support. 

The company serves approximately 1.95 
million members who receive cancer 
care through 34 employers, including 11 
Fortune 500 companies, and collabora-
tive relationships with Health Transfor-
mation Alliance and Quantum Health.

A pilot program with Blue Shield of Cal-
ifornia is also underway so community 
oncologists treating Blue Shield PPO 
members can consult directly with can-
cer specialists, and discuss the latest in-
formation on cancer treatments. 

AccessHope has designed a suite of can-
cer support services including:

 • Accountable Precision Oncology: 
Accountable Precision Oncology 
uses a proprietary algorithm of 
ICD10 and Rx condition triggers 
to target the top 20% of cancers 

http://facebook.com/TheCancerLetter
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review process. As a result, the devel-
opmental cycle can take many years. 

Unfortunately, in diseases where stan-
dards of care evolve quickly or the popu-
lation has a high prevalence of exclusion 
criteria—whether it be age or multiple 
comorbid conditions—successful ac-
crual to and completion of a clinical 
trial can be dif ficult for even the most 
promising therapies.

Historically, patients enrolled in clinical 
trials are generally younger, healthier, 
and less demographically diverse than 

COVID pandemic, which has resulted in 
care delays and restrictions on in-per-
son visits. These factors have brought 
renewed attention to the systemic bar-
riers that have always existed in the tra-
ditional clinical trial paradigm.

The existing clinical 
trial landscape
The clinical trial mechanism is compli-
cated for a reason—each protocol must 
be meticulously designed and devel-
oped to meet the rigorous regulatory 

One of the more complex tasks that 
I performed in my medical oncolo-

gy practice was enrolling patients on a 
clinical trial.

The process was of ten lengthy and 
many times unsuccessful, complicated 
by the extensive inclusion/exclusion 
criteria that a patient must meet, the 
demand for frequent of fice visits and, 
at times, the presence of a “standard-of-
care” or “placebo” arm.

In recent months, this process has been 
further complicated by the ongoing 

Overcoming systemic 
barriers to improve cancer 
clinical trials 

C.K. Wang, MD, 
Chief medical of ficer, COTA 

TRIALS & TRIBULATIONS
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under-represented in clinical trials or 
in situations where conducting formal 
clinical trials may not be feasible, e.g. 
rare cancers. 

RWD, in this scenario, enables research-
ers to evaluate therapies that are uti-
lized in routine patient care and assess 
their ef ficacy and outcomes. 

Forging ahead  
Despite challenges and obstacles, clin-
ical trials have and will continue to be 
the gold standard for regulatory ther-
apeutic assessment. There is no simple 
solution to remove the existing barriers 
in the clinical trial mechanism, but it is 
a moral imperative that the medical 
community works tirelessly and expe-
ditiously to minimize these barriers. 

Judicious application of alternate sourc-
es of data and the mindful adoption of 
more flexible protocols are first steps in 
the right direction.

The COVID-19 pandemic has recently 
brought this issue to the attention of 
the medical community. As in-person 
visits transitioned to virtual visits, pa-
tients who are technologically less sav-
vy, lacking resources, or lacking access 
to telecommunication technology such 
as video conferencing have been less in-
clined to seek medical care or follow-up. 

As the cancer population is typically 
older than the general population, tech-
nology access and literacy can be a real 
problem. It is important for the medi-
cal community to be mindful of this so 
that it does not become a barrier to the 
successful adoption of decentralized or 
virtual trials.

Remove standard-of-
care or placebo groups 
where possible
Many patients seek out clinical trials to 
access new, and potentially more ef fec-
tive, treatments for their disease. For 
these reasons, the presence of a stan-
dard-of-care or placebo arm can be a 
deterrent to clinical trial participation.

An increasingly popular alternative is to 
incorporate a synthetic control arm into 
the clinical trial design, whereby histor-
ical clinical trials or real-world clinical 
data (RWD) are used to serve as the 
control arm. This design decreases the 
overall necessary patient enrollment 
volume and thus, can expedite clini-
cal trial completion while decreasing 
overall cost.

Using real-world data 
to fill clinical trial gaps
Just as RWD can help accelerate clini-
cal research by replacing control groups 
when appropriate, it can also provide 
invaluable insight into patient popu-
lations that are not eligible for or are 

patients in the real world, which makes 
it challenging to extrapolate the results 
of a clinical trial to the broader patient 
population. Furthermore, only a small 
percentage of cancer patients ever par-
ticipate in clinical trials. 

To address these challenges, FDA in re-
cent years has taken steps to address 
and encourage diversity in clinical trials. 
Additionally, sponsors have also start-
ed to explore alternate, more flexible 
trial designs such as decentralized or 
virtual trials. 

More recently, COVID-19 and the ensu-
ing widespread limitations on in-person 
contacts and patient visits have creat-
ed new challenges to the clinical trial 
mechanism. We have witnessed the 
delay of new trial starts, the decline 
of enrollment to existing trials and 
last-minute protocol amendments to 
accommodate for social distancing. 

In a time where more and more clinical 
trials are competing for the same pa-
tient population, it is imperative that 
the oncology community remove as 
many barriers to clinical trial enrollment 
as possible. 

Minimize barriers to 
clinical trial participation  
Most therapeutic trials require frequent 
in-person of fice encounters, laborato-
ry visits, and imaging studies, which 
must be performed at the enrollment 
site. The extensive travel and visit re-
quirements can be a barrier for many 
patients, whether they live in urban or 
rural areas. 

While the decentralized or virtual trial 
design was developed to address this 
barrier, the medical community must 
be cognizant of the fact that the success 
of these trials may hinge on availability 
and access to technology. 

There is no simple 
solution to remove 
the existing barriers 
in the clinical trial 
mechanism, but it is a 
moral imperative that 
the medical community 
works tirelessly 
and expeditiously 
to minimize 
these barriers. 
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City of Hope leads 
novel clinical trial to 
treat cancer patients 
with COVID-19
In a new clinical trial, City of Hope is 
investigating a treatment for cancer 
patients with COVID-19 by repurpos-
ing leflunomide, an anti-inflammatory 
drug for rheumatoid arthritis, which 
is inexpensive and has few serious 
side ef fects. 

Patients treated for cancer in the past 
two years may also be eligible.

FDA has recently approved the start of 
a phase I trial. At a later date, a phase II 
randomized clinical trial may take place 
if the first trial finds leflunomide to be 
safe and tolerable for these patients. 
City of Hope plans to work with other 
local medical centers who are treating 
cancer patients for SARS-CoV-2, the vi-
rus that causes COVID-19, to enroll them 
in the trial.

“There are currently few ef fective drugs 
against COVID-19, and our clinical trial 
targets a critical high-risk group — can-
cer patients whose immune systems are 
already weak,” Steven T. Rosen,  City of 

Hope provost and chief scientific officer, 
and the Irell & Manella Cancer Center 
Director’s Distinguished Chair and Mor-
gan & Helen Chu Director’s Chair of the 
Beckman Research Institute, said in a 
statement.  “Our hope is that lefluno-
mide will eradicate COVID-19 in cancer 
patients, providing the medical commu-
nity with an ef fective therapy against 
this devastating virus.” 

Sanjeet Dadwal, City of Hope chief of 
the Division of Infectious Diseases, is 
the principal investigator on the trial.  

For the phase I trial, all patients will re-
ceive leflunomide and may also be able 
to simultaneously receive other stan-
dard of care treatments for COVID-19. 
They may receive remdesivir, an antivi-
ral therapy. Patients with acute respira-
tory distress syndrome may receive the 
steroid, dexamethasone, and patients 
with complications of COVID-19 such 
as cytokine release syndrome, which 
can lead to multiple organ failure, can 
receive the antibody tocilizumab.

If the phase I trial is found to be a safe 
and tolerable treatment, then a phase II 
randomized, double-blind trial will open 
at a later date. About half the patients 
will receive leflunomide with standard 
of care therapies to treat COVID-19, and 
the other half will receive a placebo and 
standard of care drugs as well.

Leflunomide is an oral and generic an-
ti-inflammatory drug approved by FDA 
to safely treat autoimmune diseases 
such as rheumatoid arthritis. The thera-
py has also been used in cancer patients 
with cytomegalovirus with tolerable 
side ef fects.

Laboratory experiments performed at 
City of Hope and Wuhan, China, indi-
cate that leflunomide has high poten-
tial to shut down viral replication by 
preventing the synthesis of viral RNA, 
the genetic material. It also downregu-
lates the expression of ACE 2, a receptor 
for COVID-19 cell entry. A small clinical 

trial using leflunomide in China also 
demonstrated the therapy has potential 
antiviral drug against COVID-19.

In a phase I clinical study, City of Hope 
treated patients with advanced mul-
tiple myeloma with leflunomide. The 
therapy stabilized their disease with 
tolerable side ef fects.

NCI has funded the trial with a P30 
grant supplement for COVID-19 re-
search projects. City of Hope is one of 
a few cancer centers that has received 
such funding during the pandemic.

City of Hope also received funding from 
private donors, including The Elias, Gen-
evieve and Georgianna Atol Charitable 
Trust and The Norman and Sadie Lee 
Foundation.

Novel CAR T-cell 
lymphoma therapy 
developed at 
MCW advances to 
phase II study
A novel cancer therapy studied and de-
veloped at the Medical College of Wis-
consin with promising clinical outcomes 
is leading to a larger phase II trial to im-
prove on the current standard of care. 

Results of phase I of the first-in-the-
world double targeted CAR T-cell ther-
apy clinical trial were published in Na-
ture Medicine.

This is a novel, cell-based treatment 
against cancer targeting two proteins 
(antigens CD19 and CD20) on the surface 
of cancer cells. This CAR T-cell therapy 
trial began in October 2017 and result-
ed in safe and promising outcomes for 
patients with relapsed and refractory B 
cell non-Hodgkin lymphomas which are 
cancers of the immune system. 

CLINICAL ROUNDUP

https://clinicaltrials.gov/ct2/show/NCT04532372
https://www.nature.com/articles/s41591-020-1081-3
https://www.nature.com/articles/s41591-020-1081-3
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termined at three months post-infusion 
by PET/CT scan.

“When we look at the characteristics of 
the infused CAR T cells, we found that 
samples from patients who were less re-
sponsive to treatment had exhausted T 
cells, whereas those who experienced 
complete responses had T cells ex-
pressing ‘memory’ signatures,” co-cor-
responding author Sattva Neelapu, 
professor of lymphoma and myeloma, 
said in a statement. “Additionally, one 
cellular signature of T cell exhaustion 
was more commonly found in patients 
who exhibited a poor molecular re-
sponse, and poor molecular response is 
generally associated with less-positive, 
long-term outcomes.”

Further, the researchers analyzed early 
molecular responses in the patients by 
monitoring changes in circulating tu-
mor DNA from treatment to one week 
post-infusion. The magnitude of change 
in tumor-associated DNA corresponded 
with response, suggesting that patients 
who displayed an early molecular re-
sponse were more likely to experience 
a clinical response to treatment.

“When we examined the infusion prod-
uct, we found that a cell population with 
characteristics similar to myeloid cells, 
with a monocyte-like transcriptional 
signature, was associated with devel-
opment of high-grade neurotoxicity,” 
Green said. “Detecting these cells may 
subsequently lead us to identify pa-
tients who would be at higher risk of 
developing neurotoxicity, allowing us 
to provide prophylactic treatment with 
agents that target the specific cellu-
lar features.”

Further examination may lead to in-
sights into the types and attributes of 
the cells present within the CAR T infu-
sion product.

“This study also tells us that some rare 
and unexpected cells identified by sin-
gle-cell analysis could be biologically 

MD Anderson 
researchers identify 
characteristics of 
infused CAR T cells 
associated with 
ef ficacy and toxicity in 
large B-cell lymphoma
Researchers at MD Anderson Cancer 
Center have identified molecular and 
cellular characteristics of anti-CD19 CAR 
T cell infusion products associated with 
how patients with large B-cell lympho-
ma respond to treatment and develop 
side ef fects.

The research team also found that early 
changes in circulating tumor DNA one 
week af ter CAR T cell therapy may be 
predictive of treatment response in a 
particular patient. The paper was pub-
lished online in Nature Medicine.

“CAR T cell therapy is highly ef fective 
against LBCL,” corresponding author 
Michael Green, associate professor 
of lymphoma and myeloma, said in a 
statement. “However, we experience 
two main clinical challenges: achieving 
long-term remission and managing 
treatment-associated adverse events.”

This study suggests that, within the first 
week of therapy, clinicians may be able 
to identify a subset of patients who may 
experience more poor outcomes or ad-
verse treatment reactions, said Green. 
This would allow the care team to adjust 
therapy to improve ef ficacy or to act to 
mitigate toxicity.

For this study, researchers performed 
single-cell analysis on CAR T cells to 
study gene expression profiles in the 
infused cells. CAR T cells were collect-
ed from those remaining in infusion 
bags following treatment of 24 patients 
with LBCL. These genetic profiles were 
compared to treatment responses, de-

MCW researchers collected patient  T 
cells and then used a specially engi-
neered virus to augment their ability to 
identify and kill cancerous cells and ef-
fectively destroy the lymphoma. While 
phase I focused on safety and feasibility 
of the treatment, a multi-institutional 
phase II is being developed to deter-
mine the true ef ficacy and understand 
how the nuances of the treatment pro-
cess can result in excellent outcomes for 
a larger subset of patients.

All patients in the clinical trial had failed 
prior treatments and their cancer had 
relapsed. Within 28 days of the CAR-T 
cell therapy, 82 percent responded pos-
itively. Six months later, more than half 
of the patients’ cancer remained in re-
mission. A higher dose of the treatment 
correlated with a prolonged remission, 
a trend the researchers plan to study 
further in the trial’s second phase.

The new treatment genetically alters 
a person’s own immune cells to target 
cancer cells in a unique and personal-
ized fashion, a significant departure 
from more routine chemotherapy.

The cell product used for treatment 
was manufactured using the CliniMACS 
Prodigy device, which is part of an auto-
mated CAR T cell manufacturing plat-
form developed by Miltenyi Biotec. 

Housed at the Froedtert & MCW Clinical 
Cancer Center, the CliniMACS Prodigy 
device enabled the research team to 
conduct the CAR T-cell immunothera-
py through a self-contained, desktop 
system, producing new cells ready to 
be infused back into a patient’s blood-
stream within 14 days. With the device, 
the entire process was performed local-
ly at Froedtert Hospital.

This research was made possible 
through philanthropic dollars raised by 
the Children’s Wisconsin Foundation 
and the MACC Fund and their support 
of the Cell Therapy Lab at MCW.

https://www.nature.com/articles/s41591-020-1061-7


 53ISSUE 38  |  VOL 46  |  OCTOBER 9, 2020  |

with the three-dimensional organiza-
tion of the genome.

As a validation of these findings, the 
researchers looked specifically at the 
X chromosome in male and female 
patients. In females, one of their two 
X chromosomes is inactivated, so it is 
essentially itself an inactive domain. 
When comparing the X chromosome 
between sexes, females had more mu-
tations than males with a marked distri-
bution dif ference, largely driven by an 
abundance of mutations on the inactive 
chromosome.

Knowing that mutations can be caused 
by a variety of distinct processes, the 
researchers also investigated wheth-
er external environmental factors re-
sulted in dif ferent mutation patterns 
compared to those caused by internal 
factors in the cell.

“Interestingly, we found that dif ferent 
causes of mutations resulted in distinct 
accumulation patterns within the cell,” 
senior author Andy Futreal, chair of ge-
nomic medicine, said in a statement. 
“Extrinsic factors were associated with 
an enrichment of mutations in inactive 
domains, whereas intrinsic factors were 
correlated with enriched mutations in 
active domains. This provides us an 
important foundation going forward 
to understand the root of cancer mu-
tations when we don’t otherwise know 
the cause.” 

Knowing the causes and distributions of 
cancer-related mutations may open up 
potential therapeutic options, explained 
Akdemir, such as targeted therapies 
against a specific signaling pathway or 
combinations with immunotherapy.

For example, immunotherapy may be 
able to better recognize a cancer cell if 
more mutations are present. However, 
if mutations occur primarily in inactive 
domains, they would rarely be seen by 
the immune system. Therapeutic agents 
that restore activity to these domains, 

the genome in the cell as well as the un-
derlying factors causing the mutations.

Mutations caused by external factors, 
such as ultraviolet light or tobacco 
smoke, led to mutations in dif ferent 
regions than internal factors, such as 
defects in DNA damage repair or proof-
reading machinery. The findings, pub-
lished in Nature Genetics, are important 
for understanding what factors may be 
driving mutations in a given cancer and 
may point to new therapeutic targets.

“DNA is not randomly organized with-
in the nucleus, and we found that this 
structure is strongly correlated with 
how cancer cells accumulate mutations,” 
lead author Kadir Akdemir, instructor of 
genomic medicine, said in a statement. 
“We know there are certain processes 
causing mutations in cancer cells, but 
we don’t always understand the under-
lying causes. These findings should give 
us a clue as to how cancer accumulates 
mutations, and perhaps we can target 
and kill cancer cells by leveraging the 
mutations they accumulate.”

Within the nucleus of the cell, DNA is 
packaged with proteins into chroma-
tin, a highly organized and compacted 
structure that makes up our chromo-
somes. Within this structure, genes 
that are frequently used in the cells are 
organized together in “active domains,” 
which are more readily accessible. Those 
genes used less of ten are similarly orga-
nized together in “inactive domains.”

The researchers analyzed whether mu-
tations are distributed more frequent-
ly in these active or inactive domains in 
cancer by studying publicly available 
whole-genome sequencing data of 
3,000 paired samples of normal tissue 
and tumor tissue across 42 cancer types. 

Across every cancer type studied, the 
inactive domains carried significantly 
more mutations than the active do-
mains, suggesting that the accumula-
tion of mutations is strongly correlated 

important,” said co-corresponding au-
thor Linghua Wang, assistant professor 
of Genomic Medicine. “Going forward, 
we plan to functionally characterize 
these monocyte-like cells to better un-
derstand their specific biological mech-
anisms driving these clinical results.”

These findings will help researchers 
develop clinical interventions that can 
block or target these cells. They also 
plan to validate the capacity of circu-
lating tumor DNA to accurately predict 
patients’ long-term outcomes.

This research was supported in part 
by the B-cell Lymphoma Moon Shot, 
part of MD Anderson’s Moon Shots 
Program. With support from the Moon 
Shot and the Cancer Prevention & Re-
search Institute of Texas, the research 
team plans to utilize PDX models of dis-
ease that relapsed following anti-CD19 
CAR T cell therapy to preclinically test 
interventions that could lead to better 
treatment responses or to prevention of 
adverse side ef fects.

Other research support came from 
the Schweitzer Family Fund, NCI (P30 
CA016672) and start-up research funds 
from MD Anderson. A full list of co-au-
thors and their disclosures can be 
found here.

MD Anderson 
researchers: Cancer 
mutations accumulate 
in distinct regions 
based on structure 
of genome and 
mutational causes
A study from researchers at MD An-
derson Cancer Center indicates that 
mutations found in cancers do not ac-
cumulate randomly, but are found in 
distinct patterns that vary based on 
the three-dimensional organization of 

https://www.nature.com/articles/s41588-020-0708-0
https://www.nature.com/articles/s41591-020-1061-7
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This research was funded, in part, by 
NIH (P30 CA023100) and the Joan and 
Irwin Jacobs Fund.

Phase III 
CheckMate-816 
trial: Opdivo + 
chemotherapy 
demonstrates 
improvement in 
pathologic CR in 
resectable NSCLC
The phase III CheckMate-816 trial met 
a primary endpoint of pathologic com-
plete response in resectable non-small 
cell lung cancer. 

In the trial, significantly more patients 
treated with Opdivo (nivolumab) plus 
chemotherapy before surgery showed 
no evidence of cancer cells in their re-
sected tissue compared to those treat-
ed with chemotherapy alone. Check-
Mate-816 is the first and only phase 
III trial to demonstrate a benefit with 
an immune checkpoint inhibitor in 
combination with chemotherapy as a 
neoadjuvant treatment in non-meta-
static NSCLC.

Opdivo is sponsored by Bristol 
Myers Squibb.

Patients in the experimental arm of the 
trial received up to three doses of Opdi-
vo plus chemotherapy prior to surgery, 
a standard number of cycles of therapy 
in the neoadjuvant setting. The safety 
profile of Opdivo plus chemotherapy 
was consistent with previously reported 
studies in NSCLC.

“Nivolumab has shown benefit as an ad-
juvant, or post-surgical, treatment option 
in other cancer types, and the positive 
results from CheckMate -816 speak to its 

55% compared to 25% in patients who 
received therapy that was unmatched 
or had low degrees of matching.”

Of 429 patients evaluated by the molec-
ular tumor board, 62% were matched 
to at least one drug. Twenty percent of 
patients matched to all recommended 
drugs, including combination therapies. 

The tumor board acted in an advisory 
role and treating physicians chose not 
to use the board’s recommended strat-
egy in 38% of cases, opting instead for a 
standard therapy approach that might 
have been unmatched to the patient’s 
genetic alterations or had a low degree 
of matching. These patients experi-
enced a lower progression-free survival 
and overall survival rates.

The use of next-generation sequencing 
allows for the identification of novel 
potential targets for patients with can-
cer to improve outcomes, but there are 
challenges to using this approach wide-
ly, said Shumei Kato, associate professor 
of medicine at UC San Diego School of 
Medicine and first author.     

“One of the hurdles is that every cancer 
patient appears to be carrying dif ferent 
molecular and genomic patterns despite 
having the same cancer type,” Kato, a 
Moores Cancer Center medical oncolo-
gist specializing in rare and gastrointes-
tinal cancers, said in a statement. “This 
can be challenging since we are custom-
izing therapy based on the unique ge-
nomic pattern patients have, and thus 
it is dif ficult to predict the response. In 
addition, this approach requires multi-
disciplinary expertise as well as access 
to drugs or clinical trials not always 
available in smaller practices.” 

At Moores Cancer Center, the molecular 
tumor board is composed of experts in 
basic, transitional and clinical research 
as well as bioinformatics, genetics, ra-
diology, pathology and physicians in 
multiple specialties such as medical, 
surgical and radiation oncology.

used in combination with immune 
checkpoint inhibitors, could stimulate a 
stronger anti-tumor immune response.

This research was supported by the 
Cancer Prevention & Research Insti-
tute of Texas (R1205), The Robert A. 
Welch Distinguished University Chair 
in Chemistry, and NIH (P50CA127001, 
DP5OD023071, Z1AES103266). A full list 
of authors and their disclosures can be 
found with the full paper here.

UCSD study: 
Personalized cancer 
therapy improves 
outcomes in 
advanced disease
Researchers at the University of Califor-
nia San Diego School of Medicine found 
that patients receiving care for ad-
vanced cancer at Moores Cancer Center 
at UC San Diego Health were more likely 
to survive or experience a longer period 
without their disease progressing if they 
received personalized cancer therapy. 

The study was published in Nature 
Communications. 

Led by Razelle Kurzrock, director of the 
Center for Personalized Cancer Thera-
py at Moores Cancer Center and senior 
author of the study, a multidisciplinary 
molecular tumor board was established 
to advise treating physicians on course 
of care using an individual patient’s mo-
lecular tumor makeup to design preci-
sion medicine strategies.  

“Patients who underwent a molecular 
tumor board-recommended therapy 
were better matched to genomic al-
terations in their cancer and had im-
proved outcomes,” Kurzrock said in a 
statement. “The three-year survival 
for patients with the highest degree of 
matching and who received a personal-
ized cancer therapy was approximately 

https://doi.org/10.1038/s41467-020-18613-3


 55ISSUE 38  |  VOL 46  |  OCTOBER 9, 2020  |

potential in the neoadjuvant setting of 
resectable non-small cell lung cancer,” 
Mark Awad, clinical director of Lowe Cen-
ter for Thoracic Oncology at Dana-Farber 
Cancer Institute, said in a statement. 

The CheckMate-816 trial is ongoing to 
assess the other primary endpoint of 
event-free survival, to which the com-
pany remains blinded, as well as key 
secondary endpoints.

In non-metastatic NSCLC, Bristol Myers 
Squibb and collaborators are exploring 
the use of immunotherapy in the neo-
adjuvant, adjuvant and peri-operative 
settings, as well as in association with 
chemoradiation. To date, Opdivo has 
shown improved ef ficacy in the neoad-
juvant or adjuvant treatment of four tu-
mor types: lung cancer, bladder cancer, 
esophageal/gastroesophageal junction 
cancer and melanoma.

Opdivo + Yervoy 
receive FDA approval 
in mesothelioma 
indication
Opdivo (nivolumab) in combination 
with Yervoy (ipilimumab) received FDA 

approval for the first-line treatment 
of adults with malignant pleural me-
sothelioma that cannot be removed 
by surgery. 

Opdivo and Yervoy are sponsored by 
Bristol-Myers Squibb.

This is the first drug regimen approved 
for mesothelioma in 16 years and the 
second FDA-approved systemic therapy 
for mesothelioma.

“Today’s approval of nivolumab plus 
ipilimumab provides a new treatment 
that has demonstrated an improvement 
in overall survival for patients with ma-
lignant pleural mesothelioma,” Richard 
Pazdur, director of the FDA’s Oncology 
Center of Excellence and acting direc-
tor of the Of fice of Oncologic Diseases 
in the FDA’s Center for Drug Evaluation 
and Research, said in a statement. “In 
2004, FDA approved pemetrexed in 
combination with cisplatin for this indi-
cation, and now patients now have an 
important, additional treatment option 
af ter more than a decade with only one 
FDA-approved drug regimen.”

With currently available therapy, over-
all survival is generally poor for malig-
nant pleural mesothelioma. Opdivo and 
Yervoy are both monoclonal antibodies 
that, when combined, decrease tumor 
growth by enhancing T-cell function.

This combination therapy was evalu-
ated during a randomized, open-label 
trial in 605 patients with previously 
untreated unresectable MPM. Patients 
received intravenous infusions of Op-
divo every two weeks with intravenous 
infusions of Yervoy every six weeks for 
up to two years, or platinum-doublet 
chemotherapy for up to six cycles. 

Treatment continued until disease pro-
gression, unacceptable toxicity or com-
pletion of two years. The objective was 
to determine if Opdivo in combination 

with Yervoy improved overall survival 
compared to chemotherapy. At the time 
of the analysis, patients who received 
Opdivo in combination with Yervoy 
survived a median of 18.1 months while 
patients who underwent chemotherapy 
survived a median of 14.1 months.

The review was conducted under Proj-
ect Orbis. FDA collaborated with the 
Australian Therapeutic Goods Admin-
istration, the Brazilian Health Regula-
tory Agency, Health Canada, and Swit-
zerland’s Swissmedic. The application 
reviews are ongoing at the other regu-
latory agencies. FDA approval occurred 
approximately five months ahead of 
the goal date.

Regeneron asks 
FDA for emergency 
clearance for 
COVID-19 therapy
Regeneron has submitted a request to 
FDA for Emergency Use Authorization 
approval for the 
REGN-COV2 investigational antibody 
combination for COVID-19. 

REGN-COV2 is a combination of two 
monoclonal antibodies (REGN10933 and 
REGN10987) and was designed specifi-
cally to block infectivity of SARS-CoV-2. 
The agent was recently used to treat 
President Donald Trump.

If an EUA is granted, the government 
has committed to making these doses 
available at no cost, and would be re-
sponsible for their distribution. 

At this time, there are doses available 
for approximately 50,000 patients. Re-
generon said it expects to have doses 
available for 300,000 patients in total 
within the next few months.
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FDA issues draf t 
guidance that 
encourages inclusion 
of premenopausal 
women in breast 
cancer clinical trials
FDA has issued draf t guidance encour-
aging the inclusion of premenopausal 
women in breast cancer clinical trials 
that investigate the ef ficacy of hormon-
al drug and biological products. When 
finalized, the guidance will provide 
recommendations for industry to gen-
erate additional data that will support 
the ef ficacy and safety of drugs and bi-
ologics for premenopausal women with 
breast cancer.

Historically, premenopausal women have 
been excluded from clinical trials that 
investigated the ef ficacy of hormonal 
drugs for the treatment of hormone posi-
tive breast cancer, largely due to concerns 
about potential differences in how these 
hormonal drug and biological products 
would behave in premenopausal versus 
postmenopausal women. This exclusion 
resulted in delays in availability of these 
therapies for premenopausal women.

“We believe that with sufficient estrogen 
suppression, hormonal drug and biolog-
ical products are likely to have similar 
ef ficacy and safety in premenopausal 
women as in postmenopausal wom-
en. Therefore, premenopausal women 
should be included in these clinical tri-
als,” Richard Pazdur, director of the FDA’s 
Oncology Center of Excellence and acting 
director of the Of fice of Oncologic Dis-
eases in the FDA’s Center for Drug Eval-
uation and Research, said in a statement. 

“Once finalized, we hope that the rec-
ommendations in the draf t guidance 
will encourage expanded drug develop-
ment for the treatment of breast cancer 
in premenopausal women,” he said. 
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