CSTE Disaster Epi Workshop 2021 • IRB Panel
Notes: IRB panelist meet-and-greet on 3/16/21 with Joan Packenham (NIEHS), Micah Bass (CDC), Joni Koenig (CO)
· Micah recommended Joan Pettit, Johns Hopkins
· Who does what and who makes determinations?
· CDC relegates IRB elsewhere, IRB not involved in determination
· Colorado has a self-determination
· What actually goes to the IRB?
· CO IRB can either do determination or program does self-decision
· NIEHS no longer has its own IRB
· New consolidated at NIH, Joan only does research
· Joan trains IRBs to evaluate disaster research
· NIOSH has its own protocols for research
· What makes disaster research a “research”?
· Leverage funding mechanisms
· What the terms are? How do they vary in human subject research vs public health surveillance?
· Research, practice, not surveillance but assessment, authority, legal basis, generalizability
· Don’t call it “study”, “research”, “participants” if it is public health practice
· Legal authority
· What did we say to the participants?
· Options: do agencies even to the IRB?
· Every jurisdiction does it differently; procedural difference
· Wide variety of how states define “public health surveillance”
· Some defined in statute, others say if it “smells” of public health then it is
· Authority narrow vs broad
· Does the project meet definition of: 1) human subjects 2) research?
· “Generalizability” is key
· Does the program usually do this kind of work?
· Is there legal basis for not doing IRB?
· How is this activity different from: 1) what we are currently doing and 2) what we have done before that was approved?
· What are the laws in our jurisdiction that require me to do IRB?
· Am I a government entity tasked with legal authority to take public health action?
· Review by IRB because of regulatory requirement vs “just in case” protocol
· Are there any triggers for IRB review?
· Rapid IRB, pre-approval IRB
· How do we know what we don’t know?
· How do we involve legal staff in our department/agency?
· Do we have to involve legal staff in our department/agency?
· Ethical issues in data collection
· Walk the line of ethical responsibility vs public health legal authority
· Data use for purposes other than that for which it was collected
· How do academics see themselves in public health?
· Some academics won’t make that kind of a determination
· From Joan Pettit, via email: new “public health surveillance” exception to “research” provided in the revised Common Rule


Format for the 90-min facilitated panel at the workshop [forward this info to the panelists and Facilitator]
· Panelists
· Federal: Joan Packenham (NIEHS), Micah Bass (CDC)
· State: Joni Koenig (CO)
· Academic: Joan Pettit (JHU)
· Each of 4 panelists addresses the specified topics (10 min each, 40 min total, Facilitator to keep time)
· Open Q&A with Workshop attendees, 50min
· If questions are slow to come in, Facilitator to ask specified questions

Panelist opening discussion topics
· What does the IRB do in your organization?
· How does your organization define “research” and how does it define “public health practice”? 
· Does your IRB do determination of “non-research”?
· In your expertise, what are the IRB review triggers?

Questions for the panelists during the Q&A
· Is there a difference between “public health surveillance” and “public health practice”? 
· There is a wide variety of how states may define “public health surveillance” or “public health practice”. How does this impact local health jurisdictions and the work they do?
· What terminology do our workshop participants need to know and understand?
· How do local jurisdictions best communicate “public health practice” to their IRBs if there is a requirement to go through an IRB process?
· Can you explain what the Common Rule is and what is the new “public health surveillance” exception to “research”?
· In your opinion, what does a local health department need to know about IRB process? How do they decide if they have to go through the IRB?
· When local jurisdictions conduct rapid needs assessments during disaster response phase, they may not have the time to even consider IRB implications. Do you have any recommendations?
· What is rapid or “pre-approval” IRB? 
· What makes something a “disaster research project” vs a “public health practice” project?
