Summary of comments about the draft short form consent policy.
1. Comment: Researchers expressed concern about the cost implications for the research as a result of the new requirement to translate the consent form following use of the short form consent process.
Response: The requirement that these individuals should be provided a translated copy of the full consent form in their preferred language comes from the August 2023 FDA guidance on informed consent. We agree with the FDA and feel it is important that study participants who are consented using the short-form process should have access to the same information as any other participant, in a language that is understandable to them. The consent form is a useful tool for participants to refer back to for information associated with upcoming study procedures and associated risks.

We also acknowledge that this new requirement does have cost implications for research. It will be important for researchers to think about this when building their budgets and planning their studies. 

2. Comment: Researchers expressed concern that the required timeline for submission of the translated consent form to the IRB did not allow sufficient time to obtain the translation.
Response: The initial draft of the revised short form consent policy required the submission of the translated consent form to the IRB within 2 weeks of using the short form consent process. Although HSD had confirmed that there are translation services available to UW researchers that can provide a translation within this timeframe, we understand that study Sponsors may already have contracted with specific translation services and that the turnaround times of those services can vary. In the final policy, the timeline to submit the translated consent form to the IRB was extended to 30 days and is intended to align with the Seattle Children’s Hospital and the Fred Hutch short form policies when implemented.

3. Comment: Researchers suggested that it may be difficult to meet the requirement to provide participants with the translated consent form within 60 days or at the next study visit (whichever comes first).
Response: The initial draft of the revised short form policy required that once the translated consent form was approved by the IRB, it should be provided to the participant “within 60 days or at the next study visit (whichever comes first).” This language was interpreted by some to mean that the consent form had to be provided to the participant in-person and potentially call for the researchers to schedule an extra visit outside of the planned study visits. In the final policy, we have clarified that the translated consent form does not need to signed by the participant and it does not need to be provided to them in person. It could for example be provided by email. However, we have shortened the timeline to require that the participant be provided with the translated consent form within 2 weeks of IRB approval. The reason for this change is that we think it is important for the participant to receive a consent form in their preferred language as soon as possible, and we have extended the timeline for submission of the translated consent form to the IRB. The new timeline is also intended to align with the Seattle Children’s Hospital and the Fred Hutch short form policies when implemented.

4. Comment: Researchers indicated that in many cases it would be difficult to meet the language proficiency requirement for the witness because interpreters are not always willing or able to serve as a witness.
Response: The short form process requires a witness to the oral presentation of the consent information and the signature of the witness. The draft short form policy included a new requirement from the FDA that the witness should have sufficient proficiency in the language of the oral presentation to be able to attest to the information that was presented orally to the prospective participant. FDA guidance allows the interpreter to serve as a witness, however many interpreter service vendors will not allow their interpreters to serve as a witness because they believe it goes against their professional scope of practice. Furthermore, the logistics of obtaining a witness signature from an interpreter can be challenging because interpreter services are often provided by phone or video-conference. In the final short form policy, HSD has added some flexibility for situations in which researchers are not able to use the interpreter as the witness and there is no other impartial adult with sufficient language proficiency available. When this happens, the researcher may forego the language proficiency requirement provided that (a) the study offers the prospect of direct benefit to the participant, and (b) the attempt to identify an impartial adult with language proficiency to serve as witness is documented.

5. Comment: There were some concerns about the use of the language term limited English proficiency (LEP).
Response: The draft short form policy used the language “limited English proficiency” or LEP to describe individuals who are unable to understand English at a level of proficiency that would allow them to participate in meaningful informed consent form research. Our use of the term was based on its use by FDA and HHS in their 2024 and 2023 Language Access Plans. NIH also uses this term. However, as this language sets up a deficit-oriented construct, we have replaced it in the final policy with the phrase “non-English language preference” or NELP from Rethinking the Term “Limited English Proficiency” to Improve Language-Appropriate Healthcare for All



