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WHAT HAPPENS WHEN WE DON'T WANT TO PARTICIPATE

IN CLINICAL TRIALS? 

Lisa Valtierra of Valtierra Consulting explains why the lack of

data representing diverse patients could lead to poorer health

outcomes in our community.

When segments of the population are not included in clinical 

trials at levels that do not meet statistical significance, it is

impossible to determine if the therapy in question will work

equally, better, or worse for the population in which it is studied.

We simply don't know these answers until the therapy has been 

on the market. Side effects, efficacy, and safety become better 

appreciated and understood only after the therapy has been on

the market for some time, given that FDA approvals allow for 

wider prescribing that is no longer limited to the population

represented in the data. Even then, adverse event reporting is unwieldy and does not fully 

capture how medications affect larger communities not represented in the data. The article,

Racial and Ethnic Differences in Response to Medicines: Towards Individualized 

Pharmaceutical Treatment, states, “Pharmacogenetic research in the past few decades has 

uncovered significant differences among racial and ethnic groups in the metabolism, clinical 

effectiveness, and side-effect profiles of many clinically important drugs.” While it is important 

to acknowledge these differences, they don’t become apparent often until these negative 

effects may have already caused damage.

The consequences could lead to poorer outcomes across several aspects, including poorly 

controlled symptoms, further disease progression, unwanted and dangerous side effects, more 

doctor visits, more time away from work, increased out-of-pocket costs, and additional

hospital 

stays. Those are the calculable effects and don't include the mental and emotional toll on 

patients and their families. An example of the consequences of this persistent lack of data is

the anti-HIV drug efavirenz. It 

is metabolized more slowly among people of African descent. Since the numbers of African 

Americans in the study were too few to be able to discover this, the metabolism difference led 

to resistance issues for many people taking the drug. Had more data been collected at the 

outset, it is possible that this particular complication could have been avoided for many people.

TAKING THE TRIAL TO THE PARTICIPANTS

Clinical trials are complicated. They are costly. They involve many stakeholders, including 

consumers, sponsors, health care systems, physicians, nurses, labs – the list is endless. Yet, 

there are three sectors we can discuss to change this persistent dynamic:

1)Clinical Trial Design

2)Investigator Training

3)Consumer Education
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Let's start with clinical trial design and the logistics of site location. I recognize that designing

clinical trials is no easy task; however, implementing simple logistics that would make fit easier or

participants to join and remain in studies would not change the scientific parameters but might

increase participation rates for those who could benefit. Let's face it, all stakeholders benefit

when a trial is fully enrolled, when patients remain in the study and when data represents all

groups who suffer from the condition.

What can we do? Well, imagine using existing physical infrastructure to conduct patient 

visits, such as drug stores where they have express clinics, or even the YMCA, which is in 

many communities across the country with easy neighborhood access. 

There are excellent reasons why many clinical trials are conducted at large research institutions

including the rigorous and excellent work they do. However, only some people live near

research institutions. Even if they do, they often can't take time off from work to go to 

clinical trial visits. Why not make clinic hours more convenient? This is where using sites like 

drug stores, which are open later and on weekends, is a good option.

Sponsors and investigators could build protocols that would facilitate clinical trial staff

scheduling study visits two or three days a week during hours that accommodate participants' 

work schedules at these convenient locations where people are already comfortable going 

and closer to their homes and workplaces. 

UNDERSTANDING THE CULTURAL NUANCES

Before we look at some persistent myths about the perception of minority patients, let’s 

address an often overlooked factor. One of the reasons minorities do not take part in 

clinical trials is simply because they are not asked. They are not asked partly because 

assumptions may be made about their willingness to participate based on their ethnicity, 

language spoken, and cultural background. Physicians and nurses may need more training 

to understand different cultural nuances affecting patients' healthcare approaches. We 

need to encourage these healthcare professionals to have those conversations with their 

patients so that they appropriately ask patients to join or refer them to trials. Finally, let's look at

how we can bring more understanding to consumers about clinical trials 

and the important role they play in science and drug development. This is where public 

health campaigns can make a big difference. There have been public health campaigns for TB,

spitting, hand-washing, tooth brushing, 

getting rid of flies, vaccines, (– the list is long. We need a public health campaign for clinical 

trial participation. We cannot expect the sponsors of clinical trials to do

this alone since the problem is more significant than any one

pharmaceutical company or research university can address.

Given how much money is spent annually on healthcare, our nation's health is at stake. If we

continue doing nothing to change who is includ-

ed in clinical trials, the health disparities that already plague this nation will continue to grow,

increasing costs beyond capacity. With concerted 

efforts across public and private institutions, we can create a more inclusive ecosystem where

the art and science of clinical trials benefit the lives of all people.
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