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ABSTRACT 

 

As English is the predominant language of research protocols in the United States, non-English speaking 
subjects face language barriers during clinical trial enrollment. Federal regulation 45 C.F.R. 46 requires that 
a research subject receive information about a clinical trial “in language understandable to the subject or the 
legally authorized representative." A researcher may enroll a subject using short-form consent when a long-
form translation in the subject’s native language is not available. However, the abbreviated short form does 
not adequately inform the subject of the study’s purpose and potential risks. United States Department of 
Health and Human Services (HHS) leaders should amend federal guidance to provide specific details on 
obtaining proper informed consent when there is a language barrier. The code of federal regulations should 
also establish a standard for quality translation services and interpreters. This paper will review current 
federal regulations and draft policy, analyze literature describing hospital experiences, and discuss non-
compliance areas. This author recommends an amendment to federal policy, which is important because it 
helps ensure the rights of study participants under the principle of justice. 
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INTRODUCTION 

 As English is the predominant language of research protocols in the United States, non-English speaking 
subjects face language barriers during clinical trial enrollment. Law requires that a research subject should 
receive information about a clinical trial “in language understandable to the subject or the legally authorized 
representative.”1 This law states that a researcher may enroll a subject using a “short-form” consent when a 
“long-form” translation in the subject’s native language is not available.2 However, the abbreviated short 
form does not adequately inform the subject of the study’s purpose and potential risks. Furthermore, the 
law does not outline a standard for quality translators. United States Department of Health and Human 
Services (HHS) leaders should amend federal guidance to provide specific details on obtaining proper 
informed consent when there is a language barrier.3 The Code of Federal Regulations should also establish a 
standard for quality translation services and interpreters. This paper will review current federal regulations 
and draft policy, analyze literature describing hospital experiences, and discuss non-compliance areas.  
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I. Draft Guidance  
In 1995, HHS issued a policy memo clarifying the informed consent process for individuals who do not speak 
English.4 The policy states that the witness required for the signing of consent documents should be fluent 
in both languages and that the study team should issue a translated short form.5 The guidance still does not 
require an official translator in the short-form process. However, if used, the translator may serve as witness 
as well.6 The policy does not mention the translator’s language proficiency requirements or whether the 
institution must provide the translator.7  

In 2014, HHS issued draft guidance to expand upon the requirements for informed consent. Per its disclaimer, 
the guidance is non-binding and not intended for implementation.8 First, the guidance attempts to clarify the 
phrase “language understandable”, by adding “the information presented to potential subjects is in a 
language, and at a level they can comprehend, including an explanation of scientific and medical terms.”9 
The draft guidance also notes that all potential research subjects needing translation might have a low level 
of health literacy and education.  

Suppose the research subjects expect a non-English speaking group of participants for enrollment. In that 
case, the guidance suggests that the researchers provide a long-form translation of study materials before 
an institutional review board (IRB) initial review of the “appropriately translated consent documents (i.e., 
either a long form or a short  form with written summary).”10 To satisfy the guidance, researchers would 
need to provide multiple translations of the same document as the study progresses and the IRB proposes 
edits to the long-form English document. Because translating the informed consent forms is costly and time-
consuming, having a long form available is not always feasible or practical. 

Foreseeing this problem, HHS outlined three steps for what to do when a subject’s language is not expected 
or planned for in the population. First, the guidance suggests that the investigator “determine that there is 
Sufficient Justification to Enroll the Subject Without Using a Translated Long-form to Document the Subject’s 
Informed Consent.” 11  Although this provision protects non-English-speaking subjects from uninformed 
consent, it adds a barrier to enrollment. The investigator must justify the registration of the individual based 
on the individual’s language. The justification process may delay enrollment, placing individuals at a 
disadvantage based on their language. If the researcher can adequately justify and use the short-form 
consent process, the investigator must then translate the long-form consent. After the subject starts 
participating in research, the investigator then provides the long-form translated document. 

II. Short Form and Noncompliance 

Vagueness in the federal regulations has caused disparate interpretation among institutions, leading to 
noncompliance.12 Each institution has its own interpretation of 45 CFR 46, also known as the Common Rule, 
which protects vulnerable research subjects and provides research teams with a short-form template.13 As 
noted above, the regulations do not require a translator, nor do they specify the translator’s specific role or 
qualifications.14 HHS has not made it clear whether the witness may be a member of the study team or 
related to the patient, or whether the witness providing interpretation must be independent. Furthermore, 
it is not clear if the witness is overseeing merely the signing of the document or serving as a witness to the 
informed consent process.15 In review of noncompliance areas, the institution should clarify the use of short-
form consent, the witness’s role, and impose qualification requirements for translators.16 Each institution will 
have its own resources and interpretations. Therefore, non-English speakers will find different translation 
quality across many research institutions. An individual may receive a different research experience and 
quality of language resources based on location and the degree to which their language was expected by the 
research team. This barrier is an implicit form of discrimination and violates the principle of justice.  
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III. Equitable Selection of Subjects  

Minority populations are underrepresented in research due to a lack of cultural competence and language 
barriers to subject recruitment.17 Paradoxically, minority populations are most impacted by many of the 
diseases for which there are clinical trials.18 In 2015, researchers surveyed 10,000 studies registered on 
clinicaltrials.gov.19 The authors found, “English fluency requirements have been increasing over time, from 
1.7% of trials having such requirements before 2000 to 9.0% after 2010.”20 Researchers who often exclude 
non-English speaking ethnic minorities claim that diversity may impact whether the studied intervention’s 
effect is noticed.21 This manipulation of the subject population goes against the principle of justice outlined 
in the Belmont Report. Of 14,367 clinical research studies registered on clinicaltrials.gov between 2010 and 
2020, 18.98 percent required subjects to be fluent in English.22 Regulations and institutions do not compel 
researchers to include non-English speaking subjects; the researcher is not breaking any federal regulations 
by excluding them. From an ethical standpoint, the deliberate exclusion based on an inability to read/write 
in English is inequitable and unjust. 

In 2018, researchers reviewed enrollment rates and staff competency for subject enrollment.23 Researchers 
found low levels of cultural competency among research staff and a misunderstanding of the federal 
regulations.24 In 2005, researchers reviewed the importance of cultural competency training for healthcare 
providers. 25  Authors synthesized data based on 34 programs and found that competency programs 
improved provider “knowledge, attitudes, and skills, and patients’ ratings of care.”26 However, cultural 
competency programs did not improve or impact patient compliance and health outcomes.27  Authors 
requested more research to evaluate cultural training’s impact on researcher bias and attitudes toward 
subject inclusion.28  

IV. Institutional Barriers 

In 2018, researchers conducted a review of approximately 1,500 clinical trials at Boston Children’s Hospital 
and its Anesthesia Research Unit to identify enrollment barriers for non-English-speaking subjects.29 The 
researchers discovered that the number of potential non-English speaking subjects increased, while the 
number of studies approved to enroll non-English speaking subjects did not grow at the same rate.30 Of 1,492 
studies that were open to enrollment between 2011 and 2016, 714 did not allow non-English speaking 
subjects. 31  The institution cited six barriers to enrollment that precluded these minority-language 
populations (Table 1).32 
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The barriers described in Categories 1, 3, and 5 are due to a lack of translators, funding, or validated 
translated material. Categories 2, 4, and 6 may reflect an implicit bias on the institution’s part and suggest 
a lack of cultural understanding.  

Some researchers33 called on the institution to increase cultural awareness and to provide resources to 
address the effects of the language barrier on enrollment. 34  However, with no set standard on the 
institutional level, it is up to the researchers to address this discrepancy and uphold the principle of justice. 
The uneven distribution of resources requires the research subjects to counteract their own language 
barrier. In many clinical cases, as time is of the essence, a person may need to seek several research options 
before participating in their desired study. Until each institution discloses its barriers and noncompliance, 
we have no way of knowing the full extent of this problem.  

V. Policy Recommendations 

The current HHS regulations and draft guidance are not sufficient to resolve implicit bias and logistical 
problems that arise when enrolling non-English speaking subjects. HHS should take the following actions. 
First, HHS should translate short-form consent forms for the most common languages in the US. HHS should 
then publish the translated documents for use as a template on its website for centers that lack adequate 
translation resources. Second, HHS should create a federal database of qualified translators who meet 
language proficiency benchmarks established by HHS. Individuals listed on this database should provide 
written translation of study materials and verbal translations during the consent process. The database 
should contain individuals affiliated and unaffiliated with an institution to track credentials and verify 
language proficiency. Third, HHS should create a federal fund for institutions to draw from when they need 
resources for long-form translations or translators.  

HHS should amend the Common Rule to add specificity. It should define the role of the witness in the short-
form consent process to eliminate unequal interpretations across study sites. Second, it should mandate 
that the IRB obtain strong justification for the exclusion of subjects based on English-fluency criteria. Third, 
it should recommend cultural competency programs for investigators at the institutional level.  
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VI. Limitations 

The proposed actions and policy may face objections from the federal government and industry. At the 
federal level, the government may not have the resources or funding needed to establish a nationwide 
registry of translators or quality check for fluency. HHS may need to develop a separate office to track these 
credentials and select a proficiency baseline. Perhaps an independent organization should be contracted by 
the government to perform these quality checks on a regional basis and call on the states to help fund the 
project. Also, the federal government may not have adequate resources to create a national fund for 
institutional-level translation services. One solution may be to include a flat rate of translation in the site 
budget during start-up activities. The government would be responsible for translations for government-
sponsored research when the institution cannot feasibly provide a translation. Research centers can pull from 
the translator database for institutional studies if they cannot translate in-house. For pharmaceutical 
corporation-led protocols, industry sponsors may not appreciate the added cost of translation. However, by 
mandating the fee, the government would eliminate systemic discrimination based on English fluency.  

VII. Support 

Researchers should show support for more specific guidance on the institutional level, granted they receive 
adequate resources to meet the regulations. By clarifying the use of a translator and the role of a witness, 
and establishing common resources, every institution will benefit. Furthermore, it is crucial to hold 
institutions accountable for supporting cultural competency initiatives. These programs do not need to be 
intensive or expensive; there are many resources available to the public on websites such as YouTube. 
Institutions should make cultural competency programming a mandatory requirement for staff training 
during the orientation and continuing education. Encouraging cultural competency programs will improve 
provider attitudes and subject treatment.  

CONCLUSION 

Federal regulations do not require the use of resources when enrolling a subject who is non-English speaking, 
nor do they mandate the inclusion of “unexpected” populations based on language. Lack of clarity and 
specificity on the federal level places the onus of responsibility on the institution to mitigate language 
barriers. The lack of universal policy leads to an unequal research experience among institutions and 
locations. Furthermore, clinical trial sponsors may manipulate data based on limiting the study population 
and engaging in studies that overly represent homogeneous populations. Influencing the study population 
will skew results and will not lead to generalizable knowledge. To uphold the principle of justice, the research 
community must gather its resources to support non-English speaking subjects who wish to participate in 
research.  
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