
PERSPECTIVE

1351

The No Surprises Act and Informed Financial Consent

n engl j med 385;15 nejm.org October 7, 2021

out-of-network billing. N Engl J Med 2021; 
384: 1381-3.
2. Kliff S. Coronavirus tests are supposed 
to be free. The surprise bills come anyway. 
New York Times, September 9, 2020 (https://
www . nytimes . com/  2020/  09/  09/  upshot/ 
 coronavirus - surprise - test - fees . html).
3. Joyce A. Analysis: hospital price trans-
parency data lacks standardization, limiting 

its use to insurers, employers, and consum-
ers. San Francisco:  Kaiser Family Founda-
tion, April 9, 2021 (https://www . kff . org/  health 
- costs/  press - release/  analysis - hospital - price 
- transparency - data - lacks - standardization 
- limiting - its - use - to - insurers - employers - and 
- consumers/  ).
4. Richman BD, Hall MA, Schulman KA. 
Overbilling and informed financial consent 

— a contractual solution. N Engl J Med 2012; 
367: 396-7.
5. Richman BD, Kitzman N, Milstein A, 
Schulman KA. Battling the chargemaster: 
a simple remedy to balance billing for un-
avoidable out-of-network care. Am J Manag 
Care 2017; 23: e100-e105.
DOI: 10.1056/NEJMp2109971
Copyright © 2021 Massachusetts Medical Society.The No Surprises Act and Informed Financial Consent

Integrating Research into Community Practice

Integrating Research into Community Practice  
— Toward Increased Diversity in Clinical Trials
Janet Woodcock, M.D., Richardae Araojo, Pharm.D., Twyla Thompson, Pharm.D., and Gary A. Puckrein, Ph.D.  

The Covid-19 pandemic has 
underscored health inequities 

affecting racial and ethnic minor-
ity and other underserved com-
munities in the United States, 
highlighting, among other criti-
cal needs, the importance of in-
creasing the diversity of partici-
pants in clinical trials. Clinical 
trials provide evidence of medi-
cal products’ safety and effective-
ness (or lack thereof). Physicians’ 
ability to extrapolate from trial 
results to their own patients 
would be dramatically improved 
if a trial’s participants reflected 
the product’s intended patient 
population as accurately as pos-
sible. Yet in 2020, industry-spon-
sored clinical trials that support-
ed Food and Drug Administration 
(FDA) approval of new molecular 
entities and original therapeutic 
biologics included 8% Black or 
African American, 6% Asian, and 
11% Hispanic or Latino partici-
pants.1

Many strategies have been de-
veloped to increase enrollment 
of diverse populations, but they 
have produced mixed results. One 
strategy that has not been scaled 
up in a sustainable way is engag-
ing community clinicians in re-
search.

There is considerable evidence 
that clinician recommendations 
play an important role in helping 
patients to consider participating 
in clinical trials.2 Yet such engage-
ment is not widespread. Multiple 
barriers impede clinician engage-
ment in research, starting with a 
lack of awareness and knowledge 
about clinical research. Many U.S. 
clinicians are not affiliated with 
large academic medical centers 
or research institutions and may 
therefore be unaware of current 
research efforts, even if research 
is being conducted at nearby sites. 
Additional barriers are lack of 
time and compensation for dis-
cussing trial participation with 
patients, failure to see clinical 
trials as an integral part of the 
care continuum, concerns that 
participation may interfere with 
established patient–clinician rela-
tionships, and lack of recogni-
tion for referring patients to tri-
als.2 Community clinicians are 
usually not offered the training, 
mentorship, ongoing support, 
and resources they need to en-
able sustained participation in 
research.

Lack of trial access is a par-
ticularly problematic barrier for 
both clinicians and patients. For 

example, less than 8% of pa-
tients with cancer participate in 
clinical trials, even though more 
than 50% will participate when 
offered the opportunity.3 Com-
munity clinicians can’t present 
these opportunities to their pa-
tients if the trials are not acces-
sible.

Typical site-selection practices 
create another substantial barrier: 
often, to meet recruitment goals 
and timelines, industry sponsors 
repeatedly use the same large 
sites and investigators to conduct 
clinical research. These sites and 
investigators generally do not pro-
vide care to underserved popula-
tions and are often not easily ac-
cessible to diverse communities. 
In addition, much research that 
is sponsored by the U.S. govern-
ment is conducted at major med-
ical centers, which may serve pa-
tients in their local communities 
but often do not engage commu-
nity-based clinicians.

Engaging community clinicians 
in clinical research could have 
multiple benefits. These clini-
cians are dedicated to the popu-
lations they serve and committed 
to addressing the health issues 
of those populations. The clini-
cians’ established, trusting pa-
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tient relationships allow for trans-
parency and open dialogue, as 
well as sharing knowledge about 
the benefits and risks of trial 
participation. Incorporating com-
munity clinicians into the clini-
cal research enterprise would also 
address accessibility challenges 
faced by patients: these clini-
cians are in the same neighbor-
hoods as their patients, who 
might therefore face fewer diffi-
culties with adjustments to work 
schedules and transportation.

Moreover, frontline clinicians 
have much to contribute to trial 
planning — for example, ensur-
ing that trial logistics and enroll-

ment criteria are achievable and 
do not create additional barriers. 
Enlisting community clinicians 
could also broadly extend the 
reach of clinical research by add-
ing a vast pool of potential par-
ticipants, thereby reducing re-
cruitment delays, while increasing 
the likelihood that the trial pop-
ulation will resemble the prod-
ucts’ eventual users. Finally, ex-
panding the pool of clinical 
researchers will make it easier to 
translate from research results 
to clinical care.

How might such a change be 
accomplished? Clinical research 
challenges during the current 
pandemic have been a wake-up 
call for both government- and 

industry-based trial sponsors. 
While tens of thousands of peo-
ple were falling ill and requiring 
hospitalization in U.S. communi-
ties, many traditional research 
sites faced competition for par-
ticipants and slow enrollment, 
which impeded the development 
of critical knowledge. Sponsors 
of clinical research, both public 
and private, increasingly recog-
nize the need to broaden the re-
search base. Some initiatives to 
develop opportunities for nontra-
ditional research sites are ongo-
ing, including models that bring 
clinical trials and care delivery 
studies to people in their own 

communities.4,5 These models, 
however, have not been sustain-
ably scaled across geographic 
areas.

Robust and ongoing funding, 
from both public and private 
sources, will be necessary to pro-
vide community clinicians who 
wish to participate as investiga-
tors with the time, training, and 
financial and logistic support to 
do so. In places where such clini-
cians are participating in a refer-
ral network, they will need on-
going training in best practices 
for discussing clinical trials 
with patients; up-to-date infor-
mation about trial opportunities 
for patients; support for patient 
education, decision making, 

and navigation translated into 
the languages spoken by their 
patients and tailored to their 
cultures; and assistance with care 
coordination. In addition, tech-
nology solutions that facilitate 
data collection and monitoring 
(e.g., remote or wearable patient-
monitoring devices), enhance en-
rollment of demographically and 
geographically diverse popula-
tions, and reduce the burden of 
participation will need to be 
made available. Such solutions 
currently exist but would need to 
be tailored to the needs of each 
community site.4,5

The time has come for stake-
holders in the clinical research 
ecosystem — the biomedical in-
dustry, policymakers, govern-
ment agencies, contract research 
organizations, and patient advo-
cates — to support the develop-
ment and long-term sustain-
ability of an infrastructure that 
unites clinical research with 
clinical care. This investment 
will acknowledge that access to 
clinical research is an essential 
component of providing equita-
ble health care to our diverse 
population. The FDA remains 
committed and will continue 
to work with all stakeholders to 
achieve this important goal.
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