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JUSTICE



Governing Principle of Human 
Subject Research  

JUSTICE

a) not exclude subjects based 
solely on their inability to 
read, speak or understand 
English 

and 

b) Researchers should find a way 
to communicate with subjects to 
ensure that consent is voluntary 
and informed. 



AS  REQUIRED BY  THE  
DEPARTMENT OF  HEALTH 

AND HUMAN SERV ICES  
REGULAT IONS

(45  CFR  46 . 116  AND 45  CFR  
46 . 117 (B ) ( 1 )  

AND 
FDA REGULAT IONS  (21  CFR  

50 . 25  AND 21  CFR  50 . 27 )

Unless written consent has been waived as a requirement 
for the study, participants who do not speak English must be 
provided with:

• A written consent document in a language understandable 
to them 

AND

• An interpreter fluent in both English and the participant's 
spoken language to aid in the consent process



ASSURING 
TRULY 

INFORMED 
CONSENT

• Certified Translator: a professional 
translator who has successfully completed 
a certification program or exam providing 
them with certified translator credentials

• Interpreter: person who accompanies 
researchers, in real time, to convey verbal 
information to another person in their 
native language



TWO METHODS OF CONSENT: 

LONG FORM
OR 

SHORT FORM 



WHEN DO I USE THE LONG FORM 
CONSENT PROCESS? §46.117(B)(1)

• Investigator is targeting a non-English speaking group

• Research will be done in a foreign country

• Investigator anticipates more than a few participants who speak the same non-English 
language will want to enroll in the study



LONG 
FORM 

CONSENT 
PROCESS

1. English language version of consent.

Documents should first be submitted to the IRB in 
English, and once approved, be sent to the 
translator. A modification should then be submitted 
to provide the translated documents.

2. The following items must be resubmitted for 
final approval of the translated documents:

• 1. Participants primary language version of the 
consent.

• 2. Documentation describing the qualifications 
of the translator and the date of translation.



CONSENT PROCESS , S IGNATURES AND RECORD-KEEPING 
REQUIREMENTS WITH TRANSLATED LONG FORM

1. Conduct the participant's informed consent process with the researcher and an interpreter 
fluent in both English and the participant’s primary language.

2. The participant signs the translated informed consent.

3. The researcher or designee signs the translated informed consent 

(interpreter may interact in person, by phone or video-conferencing and does not need to sign the consent 
form).

4. The participant is given a copy of the translated informed consent.

5. A copy of the signed documents is maintained in the study records.

6. A copy of the signed documents should be included in the participant's medical records if that is 
the standard practice for this study.



WHEN DO I 
USE THE 

SHORT FORM 
CONSENT 
PROCESS? 

§46.117(B)(2)

• When your study was approved with an 
English only consent and an UNEXPECTED 
non-English speaking participant presents for 
enrollment and there is not enough time to 
translate the English version of the approved 
consent document into a language the 
potential participant understands.

• When enrolling a non-English speaking 
participant who may not have a written 
language (Mai-Mai)



WHAT IS A SHORT 
FORM CONSENT?

• A consent document written in a language 
understandable to a non-English speaking individual 
[or his/her legally authorized representative (LAR)]. 

• It summarizes the required elements of informed 
consent outlined in the federal regulations, but it 
does not contain specific study information.





SHORT FORM 
CONSENT

• The UVM IRB has translated the 
short form consent into 11 of 

the most interpreted languages at 
the hospital and UVM.

• Arabic 

• Bosnian 

• Dinka 

• French 

• Khmer 

• Kirundi 

• Lingala 

• Nepali 

• Russian 

• Spanish 

• Swahili



CONSENT 
PROCESS 

WHEN USING 
A SHORT 

FORM 
CONSENT 

DOCUMENT

1.  The participant reads the translated short form 
consent document in their native language

2.  Interpreter presents the oral version of the 
IRB-approved English consent form (or written 
summary of study-specific details if the Investigator 
has decided not to use the IRB-approved English 
consent form to meet the oral presentation 
requirement)

• A study team member, who is approved to 
obtain consent, must be present for this 
presentation.

• If the Interpreter is not also acting as the 
Witness, the Witness must be present during 
this presentation as well

• The Interpreter facilitates participants asking 
questions and study team members providing 
answers, to ensure participant understanding



• When all the Participant's questions and concerns have 
been addressed, the Participant signs and dates the 
translated "Short Form" consent document

• The researcher signs the IRB-approved English version of 
the informed consent document

• The witness (fluent in both languages) signs BOTH the 
translated short form and the written English consent 
version. (Note, when the person obtaining consent is assisted 
by an interpreter, the interpreter may serve as the witness.)

S IGNATURES  AND 
RECORD KEEP ING 

REQUIREMENTS 
WHEN US ING A 

SHORT FORM 
CONSENT 

DOCUMENT



• An interpreter will read the oral summary of consent 
procedures, risks, objectives to the participant but there 
will be no translated short form to sign.

• All parties taking part in the consent process will sign 
the English version consent form.

• It is imperative that the research team has good consent 
process documentation to ensure legally effective consent 
in this rare case.

S H O RT  F O R M  
C O N S E NT  P RO C E S S  

W H E N  E N RO L L IN G  A  
N O N - E NG L I S H  

S P E A K I NG  
PA RT I C I PA N T  W H O  
M AY  N OT  H AV E  A  

W R I T T E N L A N G UAG E



CAN FAMILY MEMBERS SERVE AS 
THE INTERPRETER FOR THE 

SHORT FORM CONSENT PROCESS?

• Use of a family member for interpretation is not permitted 
unless a professional medical translator cannot be located

• Family members may not translate verbatim and skip over 
parts they deem to be not important or not fully understand 
themselves.

• Minors interpreting for parents is strongly discouraged 



INTERPRETING & TRANSLATION SERVICES

• Language Access Services at the University of Vermont Medical 
Center offers interpreting and translation services for patients 
with hearing loss and patients with limited English proficiency.

• These services should be used when interacting with 
participants involved in clinical research.

• Researchers can access on-site interpreters in many languages. 
They have telephone and video remote interpreters available 
24 hours a day. 

• Researchers can also request translation of research 
documents. Language Access Services can be reached 
at UVMMC Language Access Services.



OTHER CONSIDERATIONS

Recruitment materials such as flyers must be translated in order to 
accommodate expected non-English speaking participants (i.e., a significant 
number of participants who are not fluent in English).  All translations of 
recruitment materials must be completed by a certified translator and 
approved by the IRB prior to their use.

Study instruments may be in English and translated orally by an interpreter 
or a member of the research team who is fluent in the language spoken by 
the non-English speaking participant. If an investigator prefers to have study 
instruments translated, the translations must be completed by a certified 
translator and approved by the IRB



POSSIBLE REASONS TO 
EXCLUDE 

NON-ENGLISH 
SPEAKING PARTICIPANTS 

Early phase clinical trials without a prospect for direct 
benefit, that will enroll only a limited number of 
subjects 

Studies without a prospect for direct benefit and with 
procedures that are greater than minimal risk  

Assessment tools, surveys, questionnaires or 
psychological tests that are only available in English 

Enrollment required in situations where translators 
will not be readily available (satellite clinics, after 
regular working hours, emergencies, etc.) 

Expectation based on experience that non-English 
speakers will rarely present to the clinic where 
enrollment will take place



QUESTIONS?


