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Clinical Trials

« Critical to advancement of medicine

« Changes or reactions different with each group?
» Results applicable to the population?

* Reduce disparities in outcomes?

*Need a diverse patient cohort!!!
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Diversity in randomized clinical trials =
for peripheral artery disease: a systematic

review « 59 Manuscripts (35 trials, 14
' ) publications, 10 protocols)

« 4 reported race/ethnicity
« Zero socioeconomic factors

« 4 demographic related
outcomes
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Table 3 Characteristcs of the included clinical tria study protacols for lower extremity endovascular interventions for the treatment
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Obstacles
Increasing
Overcol Patients were 35-80 years old wi

cardiometabolic condition

« Participated in at least 1 cardiometabolic clinical trial

+ Were asked to participate but declined

« Were eligible for clinical trial participation but were not
asked to participate:

Referring physicians who referred patients

to participate in cardiometabolic trials

Investigators were minority-serving
physicians who led cardiometabolic trials

Trial coordinators

Luther T. Clark , MD, Laurence Watkins , MD,
lleana L. Pina , MD, Mary Elmer , MSN, CRNP,
Ola Akinboboye , MD, Millicent Gorham , PhD (Hon),
Brenda Jamerson , PharmD,

Cassandra McCullough , MBA, Christine Pierre , RN,
Adam B. Polis, MA, Gary Puckrein , PhD, and
Jeanne M. Regnante

Problems

Mistrust

Lack of comfort with the process

Lack of information

Time and resource constraints

Lack of awareness

eV Health \ S e onicine Curr Probl Cardiol 2019;44:148-172
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J. Marion Sims M.D.

« “Father of Gynecology”

« Numerous atrocities to
enslaved women

Havasupai Tribe

Had diabetes blood samples
tested for other diseases without
consent
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Tuskegee Experiment

« Untreated for syphilis and
allowed to progress to tertiary
symptoms

+ Men suffered blindness,
cognitive disorders and death

« Investigators told local

physicians not to treat study

participants
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Lack of comfort with the process

Lack of information

Time and constraints

Lack of awareness
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1. LEGISLATIVE BACKGROUND

The NIH Revitalization Act of 1993, PL 103-43, signed into law on June 10, 1993, directed the NIH to establish guidelines for inclusion of women
and minrities in clinical research

The statute states that:

nducting or suppor
are included as subjects
4928(21(1)

The statute further directed the NIH to establish guidelines to specify:

(a) the circumstances under which the inclusion of women and minorities as subjects in projects of clinical research s
inappropriate ...;

(b) the manner in which clinical trials are required to be designed and carried out; and

(c) the operation of outreach programs, 4928(d)(1)

2 clinical research for the purposes of this ttle, the D
each project of such research; and (b) members of m
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TABLE B-1 ics of

2013 (%) 2014 (%) 2016 (%) 2017 (%) 2018 (%)

in Trials

rted by NIH Centers and Institutes

Female 443 472 54.1 479 524
| American Indian 21 13 08 0.7 Lo
Asian 172 |84 24 |78
w frican American 14.3 10.0 10.8 13.5
Native Hawaiian/Pacific Islander 0.3 03 06 [ 02
White. 52.9 495 496 49.9 60.0
More than 1 race 11 11 20 19 23
Unknown race 11 11 20 19 23
[Hispanic 9.8 8.1 108 7 8.5
“Non-Hispanic 861 896 626 818 762
Unknown ethnicity 41 23 04 98 120
Sum of all races 84.7 84.8 735 91.8 87.2
Sum of all ethnicities 1000 1000 958 983 967
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UNITES Four Focus Areas

FOCUS
AREA 1

Elevating neain dspariies and minorty
healih reseach across instlues and centers

FOCUS

Promoting cauiy in e Nik-supported
AREA2

blomedical research ecosystem

Focus | Promoting cauiy in e interal
AREA3 | N workorce

FOCUS

IMProving e scouracy and vansparency
AREA4 o o

of racial and ethnic equiy data
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Enhancing the Diversity of
Clinical Trial Populations —
Eligibility Criteria,
Enrollment Practices, and .
Trial Designs
Guidance for Industry
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Broaden eligibility criteria
Make retention less burdensome
Increase information availability
+ Webinars
« Multi-lingual documents
« Leverage social media
Include varied geographic
locations
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CLTI Rates

Variation in Amputation Rates

BEST-CLI

Best Endovascular vs. Best Surgical Therapy in Patients with Critical Limb Ischemia

Sponsored by the National Heart Lung and Blood Institute
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Journal of Vascular Surgery 2023, Vol. 77(6),1760-1775

Diversity Index by State: 2020

United States: 61.1%

BEST-CLI Sites
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Table S4: Baseline Patient Characteristics Implementing methods in the ELEGANCE registry to increase
diversity in clinical research
Cohort 1 Cohort 2 Eric A Secemsky. MD, MSc. RPVI, FACC. FAHA. FSCAIL FSVM Jay Giri, MD, MPH.” Marianne Brodmann, MD
'Yann Gouéffic. MD, PhD." Weiguo Fu, MD." Alexandra J. Greent -Worisek. PhD, MPH." Michael R. Jaff, DO."
e ol = craeerlf [Epermcuay| Fovmity | Fouraery ] IEsdossscuiay e ik IO PACS MBA an wiauree P K. M. FSR. FCIRSE FALA Seton s eross 1
ractes = = = Phiacephia PA Graz. Austa Paris Fance, Shanghal Chin.Cleelanc. O and Chapel Hil NC
Age —yr 66.9:9.9 | 66.9:98 | 67.0:10.0 | 68.6:9.2 | 68.418.8 68.8:9.6 R “global, prospective,
Fomale Sex, no. (%) 208 201 207 m 56 55 Objecive Wormen and undarepresented rinories (URMS) who are at an increased 1k of presenting with severe multi-center, post-
(28.5) (28.0) (28.9) (28.0) (28.4) (27.6) Setmsrapsanid oo market registry of
Hispanic, no.ftotal no. (%) 187/1433 82717 105/716 53 28 25 o ha i 5, neol 403w, 4076 R he Sy o s sintgles b rrvse PAD patients treated
(13.0) (11.4) (14.7) (134) (14.2) (12.6) Sacaon Scenihc Carparason e e aete o peomerel veskre ko nciion taon e with drug-eluting
" expectancy <1year H .
Race, no.ftotal no. (%)’ e e device that aims to
White 1028/1423 | 5001711 5281712 275300 | 143194 1321196 . bl 0,
(122) (70.3) (742) (05) | (737 ©73) Lok enroll at |ea§t4‘(1)(3/ﬁz
women an
Black 275/1423 156/711 119712 96/390 401194 56/196 (722%. 687%. and 77.8%. respectively. P < .001). Mean lesion length was longest for Ericsopsa‘nems 0627 mm). then " °
(193) (21.9) (167) (24.6) (206) (286) URMS'
Asian 2011423 13711 7712 2/390 2194 [ il gl kit ey e e el
(1.4) 8 1.0 ©5) 1.0) ©0) ey el i Hesln dpris. st 5ty ot exgement. ot scutmen. el sy
—=| other 10011423 | 421711 58/712 17/390 9194 8/196 -
ne 59) ®1) i “8) @1 Health | Saidoeten J Vasc Surg 2024 Jan;79(1):136-145.e3

Table Il Baseline demographics, medical history, and disease characteristics by sex

sex

Overall (N = 750 patients)

Susject charactrsic
Pvalue”
+ Sponsors
Ao,y 707607 w704) coso 6000 ) o )
« Look for sites with diverse populations
Race/Ethnicity” 0001
- Diverse site investigators
Hapaicor Lo e
0,
43% Female -
Asian o 84(11.4)
47% URMs
Back, o Afcan orge e
oer 660 2en w0
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Concordance

Affican Americans’ Views of the

Physicians

Etzabetn A Jacobs, MD, MPP Ifal Role,
Whitaker, MD. MPH:* Richord B. Wornecke,

. RD. PRD.? Corol Estwing Fertons. RN, D Eric £
PrD?

> Culturally

> Interpersonal
competence

* Technical competence
* Not always race

understanding

Vo Cupatn oo A Uon

The shpetne of s sy s 1 betr et

« Reinforce personal health and safety

* Sponsors
« Look for sites with diverse populations
- Diverse site investigators

« Cultural Competency

« Confirm clear information
« Appreciate involvement

« Include referring physician

« Whole team (Coordinator) « Provide transportation,

« Demographic reporting

« Intangibles

compensation

« Make as patient centric as possible

+ Mobile app

Health

David Geffen

J Gen Intern Med. 2006;21:642-7

School of Medicine

David Geffen
School of Medicine
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Conclusion

« Mistrust and lack of information leading causes

« Efforts to increase underrepresented minorities in clinical trials are
underway

« Consider investigators and hospitals with diverse patient population

« Physician and team training to improve cultural awareness
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