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IRB Policy and Procedure Updates: Questions and Answers

Q1: What are the key updates to the IRB policies?
A1: The key updates to the IRB policies include:
· Streamlined Application Forms: We have introduced more user-friendly application forms to simplify the submission process for all types of studies. The previous separate forms for full, expedited, and exempt studies, along with the Human Research Subject Form, have been consolidated into three distinct forms:
· DIRB-001 HSRPF Exempt form for exempt studies
· DIRB-002 HSRPF Expedited form for expedited studies
· DIRB-003 HSRPF Standard form for full board reviews
· Enhanced Informed Consent Requirements: Updates to informed consent procedures now include more detailed explanations of all essential elements, such as the purpose of the research, procedures involved, potential risks and benefits, and contact information for questions. Also, we have added a new IRB-007 Consent Form for Biomedical Research.
· IRB Guidance for Student Research and Class Projects: New guidelines are available to help students and faculty navigate the IRB process for class projects and research activities. This IRB Guidance for Student Research and Class Projects aims to ensure compliance while accommodating educational objectives.
· Modification Form: A new DIRB-004 HSRPF Modification Form has been introduced to streamline the process of requesting changes to approved studies.
· Comments Responses Form: A DIRB-012 Response to Comments Form is now available to facilitate responses to feedback from the IRB. This form helps in clearly addressing reviewer comments.
· Reliance Agreement with Roswell Park Cancer Institute: We have established a reliance agreement with Roswell Park Cancer Institute to streamline the review process for multi-site research studies involving their institution.
· Site Approval Letter/Support Letter: New requirements for Site Approval Letter/Support Letter are in place.
· For internal letters, please contact the Vice President for Mission Integration.
· These letters are now required for studies conducted at external sites or involving external collaborators. Researchers should obtain approval letters/support letters from the external collaborators’ institutions.
· Other Forms: For all additional forms related to IRB submissions, please check the IRB Application Forms tab on the IRB page of our website. This tab provides access to all relevant forms and documents needed for various aspects of the IRB process.
Q2: How do the changes affect the application forms?
A2: The application forms have been updated to:
· Include New Sections: New sections now encompass project description, research methods and design, detailed risk assessment, and mitigation strategies. These additions aim to provide a comprehensive overview of the research and ensure thorough evaluation by the IRB.
· Simplified Language: Forms now use clearer and succinct language to ensure that all researchers understand the requirements, reducing the risk of misunderstandings and incomplete submissions.
Q3: Are there new deadlines or timelines associated with these updates?
A3: There are no changes to the deadlines or timelines associated with the IRB review process. The review timelines remain the same, ensuring continuity in processing and decision-making.
Q4: How will the updated informed consent requirements impact researchers?
A4: Researchers will need to provide more comprehensive information to participants, including:
· Data Privacy Details: Explicit details on how participant data will be protected, stored, and used, including information about data sharing and confidentiality measures.
· Clearer Descriptions of Risks: More detailed descriptions of potential risks involved in the research, including both physical and psychological risks.
· Participant Rights: Enhanced explanations of participants' rights, including their right to withdraw from the study at any time without penalty and how their data will be handled if they choose to withdraw.
Q5: Where can stakeholders access the updated policies, procedures, and application forms?
A5: The updated documents are available on the IRB section of our institution’s website. Stakeholders can find them under the IRB Application Forms tab on the IRB page of our website. Additionally, a summary of changes is provided in the “News and Updates” section to help navigate the new requirements.
Q6: Who should stakeholders contact if they have questions about the new updates?
A6: Stakeholders can contact the IRB Office via email at irbhelp@dyu.edu or request in-person consultations or virtual meetings to address any specific concerns. Our team is available to provide support and answer questions related to the new updates.
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