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The Cancer Health Disparities Initiative conducted a literature review of best practices in increasing 
enrollment of underrepresented populations in cancer clinical trials. The following recommendations 
are those most supported by the current literature available.  

1. Consider effects of inclusion/exclusion criteria on participation of underrepresented populations 
2. Offer trials that most impact underrepresented populations 
3. Provide bias training to investigation team 
4. Provide community health clinics with resources to conduct clinical trials 
5. Reduce geographic barriers to clinical trial site 
6. Reduce perceptions of cost of participation in clinical trials 
7. Increase community education around clinical trials 
8. Engage racially concordant staffing  

 
STUDY DESIGN 

Consider inclusion and exclusion criteria 
In designing a new study, it is crucial to consider the effects of including specific inclusion and 
exclusion criteria on the recruitment and enrollment process.  Without specific attention to these 
criteria, large groups of populations, particularly underrepresented populations, may be excluded 
from participation in the studyi. For example, many studies list certain comorbid diseases as exclusion 
criteria. Communities of color are disproportionately affected by hypertensionii, diabetesiii, obesityiv 
and other comorbidities and exclusion of these comorbidities disproportionately limits the eligibility 
of these communities for clinical trials. Acknowledging that certain conditions are more prevalent 
among minority racial/ ethnic groups allows investigators to account for comorbidities that take away 
from the pool of participants. 

Offer trials that most impact underserved populations 
Lung, colorectal, breast, cervical, prostate and skin cancers rates are disproportionately higher in 
black patients when compared with white patients.v Recruitment efforts of minority populations 
should be focused in studies that are most likely to affect their communities. 

Provide bias training to investigation team 
Unconscious bias and preconceived perceptions of patients from underrepresented populations have 
a significant effect on recruitment for clinical trials. A study in South Carolina identified physician 
misperceptions as a contributor to decreased enrollment from rural populations.vi Physicians 
assumed ineligibility of rural patients based on certain physician biases which excluded large pools of 
rural participants who would have been eligible for participation.  

Provide community health clinics with resources to conduct clinical trials 
Partner with community health clinics and safety net hospitals that most often serve traditionally 
underserved patients. However, these clinics are often understaffed and under resourced. In order to 
increase capacity of these clinics to participate as clinical trial sites, it is necessary to provide staff, 
resources, and training to carry out clinical trial activities at health centers with access to 
underserved patients.  

BARRIERS 

Reduce geographic barriers 
The National Cancer Institute identifies transportation as a barrier to participation in cancer clinical 
trials, especially among older, rural, and minority patients.vii Examining the geographic limitations of 
clinical trials and implementing the necessary features to accommodate a provider/ patient’s 
participation will encourage recruitment onto a project. Studies have shown improvement in 



participation from underrepresented populations with providing bus fare, taxi vouchers, or 
transportation services. viii  

Reduce perceptions of cost of participation in clinical trials 
A commonly cited reason for lower participation in clinical trials among minority patients is perceived 
cost of participation.ix A series of focus groups conducted by researchers at Johns Hopkins School of 
Nursing identified concerns about clinical trial costs as a significant factor in the decision to 
participate in clinical trials.x  Assuring patients that the cost of participation in clinical trials is not an 
additional treatment cost for them is important. Other sources of financial burden such as child care 
and time off work should be considered as well. Clinical trial sites may benefit from offering child care 
services nearby. 

 
Increase community education on clinical trials 

In a survey conducted by researchers at Memorial Sloan-Kettering Cancer Center, African American 
and Latino patients identified fear of mistreatment, lack of trust in medicine, and lack of 
cultural/language literacy by clinical staff as barriers to health literacy.xi Efforts to increase 
community education, account for varying levels of health literacy in educational programs, and 
develop health literate trial materials, should be implemented to reduce these barriers. 

 
STAFFING 
 

Engage racially concordant clinical trial support teams 
Researchers have found that the use of community health advisors significantly increased both 
recruitment and retention of minority, low-income women in a multicenter, randomized clinical 
trial.xii A different study found that the use of patient navigators increased participation of minority 
patients in a cancer clinical trial. xiii These roles could be filled with racially concordant staff or 
community liaisons trained to serve as research partners. 
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