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Short Form Consent
For Non-English Speakers: Process and Requirements

This instructional document is formatted for the study team to use as an internal checklist and/or process guide.

This form is for studies that meet the following criteria:
☐ IRB approval to enroll non-English speakers and to use the short form process, as reflected in the IRB submission and IRB approval letter
☐ Study sponsor allows the use of a short form (if applicable)

Requirements: 
☐ You have IRB approval to enroll non-English speakers and to use the short form process
☐ If you need to use the short form process for an ongoing study but did not get prior IRB approval for short form use, submit a modification to request it.
☐ Study sponsor allows the use of a short form (if applicable)
☐ You will either use the Emory IRB-provided short forms or, if the desired language is not available, submit new versions to the IRB for approval as needed. You must follow the IRB’s requirements for quality translations.
☐ If your study targets a particular non-English speaking population, you must translate the consent form into that language.
☐ If you expect to, or find you have needed to, enroll more than two people of a specific non-English speaking population in a study, you may be required to translate consent documents into that particular language instead of using the short form. Please consult with the IRB.

Process Checklist:
☐ The study team member obtaining consent ensures the contact information of the study team is noted on the translated short form document in the blanks provided with the name on the first line and the phone number on the second line.
☐ A qualified interpreter reads the English consent form and verbally conveys the information to the participant or the participant’s legally authorized representative (LAR).
☐ If the qualified interpreter is part of the study team, the qualified interpreter is deemed qualified by Emory Healthcare or another applicable healthcare entity.
☐ The qualified interpreter is 18 or over (REQUIRED)
☐ If the qualified interpreter is a member of the participant’s family, one of the following applies: 
☐ This is an emergency situation.
☐ The participant specifically requested their family member be the qualified interpreter.
☐ This is unique circumstance such as a socio-behavioral or public health study where the consent form (or script) and study instruments are fully translated into the participant’s language.
☐ The participant is 18 or older
☐ A witness witnesses the short form process.
☐ Witness is fluent in both English and the participant’s language (REQUIRED)
☐ Witness is not part of the study team (REQUIRED)
☐ Witness and qualified interpreter are the same person (Optional)
☐ The participant:
☐ The participant is under six years old.
☐ The participant is six years old or older and the approved assent document is verbally translated in the participant’s language.
☐ The participant is 18 or older

Signatures:
☐ Informed consent document in English:
☐ Study team member obtaining consent signs
☐ Witness signs
☐ Translated short form document:
☐ Participant or their LAR or their parent signs. Note: Participants under 18 do not sign any documents.  
☐ Witness signs
Note: Time stamp isn’t required for IRB purposes but can be added to signature as needed by the study team.
☐ Optional consent items:
☐ Witness, Translator, or Investigator writes a comment on last page of short form to indicate participant made specific choices.
☐ Witness, Translator, or Investigator indicates participant’s choices on English consent form and includes the witness’s initials beside each choice.

Documentation and records:
☐ The participant or their LAR or parent were provided with copies of the short form (signed by the participant and the witness) and the English consent or assent signed by the witness and the person obtaining consent.
☐ Study team files the original signed and dated English consent form in the participant’s research record.
☐ LAR or parent gave consent and this is documented in the participant’s research record
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Resources:
Informed Consent of Non-English-Speaking Subjects Chapter in Emory IRB Policies and Procedures
OHRP on Short Form Process
FDA on Short Form Process

Université Emory
Consentement à participer à la recherche

Vous êtes invité(e) à participer à une étude de recherche.

Avant que vous n'acceptiez, le médecin investigateur doit vous parler (i) des objectifs, des procédures et de la durée de la recherche ; (ii) de toute procédure expérimentale ; (iii) de tout risque, désagrément et avantage raisonnablement prévisibles en rapport avec l'étude de recherche ; (iv) de tous les autres traitements et procédures potentiellement bénéfiques ; et (v) de la façon dont la confidentialité sera respectée.
Le cas échéant, le médecin investigateur doit également vous renseigner sur : (i) toute indemnité ou traitement médical disponible en cas de lésion ; (ii) la possibilité de risques imprévisibles ; (iii) les circonstances dans lesquelles le médecin investigateur peut mettre fin à votre participation ; (iv) tous les frais supplémentaires éventuellement à votre charge ; (v) les dispositions prévues si vous décidez de vous retirer de l'étude ; (vi) le moment où vous serez informé des nouvelles découvertes susceptibles d'avoir une incidence sur votre volonté de poursuivre la participation à l'étude ; (vii) le nombre de personnes qui participeront à l'étude.
Si vous acceptez de participer, vous devez recevoir un exemplaire signé de ce document et un résumé écrit de la recherche.
Vous pouvez communiquer avec ___________________ ( __________________ ) chaque fois que vous avez des questions sur la recherche.
Vous pouvez communiquer avec Université Emory IRB 404-712-0720 si vous avez des questions sur vos droits en tant que sujet de recherche ou ce qu'il convient de faire si vous êtes lésé(e).
Votre participation à cette étude de recherche est volontaire ; vous ne serez aucunement pénalisé(e) et vous ne perdrez aucun avantage si vous refusez d’y participer ou si vous décidez d'arrêter.
La signature de ce document, signifie que l'étude de recherche, y compris les renseignements ci-dessus, vous a été décrite verbalement, et que vous acceptez volontairement d'y participer.


_____________________________	___________________
signature du participant			date	


_____________________________	___________________
signature du témoin			date	
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