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?
Facilitator role 
· Facilitate discussion with panelists
· Facilitate Q&A 
· Compile an IRB resources and references handout
· Take exhaustive notes during the panel and include in this “reference” doc to share after the workshop


Reference materials for the attendee handout

Materials from Micah (plus the guidance from JHU, see below):
OHRP’s Guidance Activities Deemed Not to Be Research: Public Health Surveillance 2018 Requirements (Published Draft) – Elaborates on the scope of what can be considered “public health surveillance” for purposes of 45 CFR 46.102(l)(2)
Interpretation of Public Health Authority and Public Health Surveillance Activities,
45 CFR Part 46.102(k), 46.102(l)(2) Secretary’s Advisory Committee on Human Research Protections, October 20, 2020
https://www.hhs.gov/ohrp/sachrp-committee/recommendations/october-26-2020-letter-hhs-secretary.html
CDC’s Operational Policy DISTINGUISHING PUBLIC HEALTH RESEARCH AND PUBLIC HEALTH NONRESEARCH – which reflects CDC’s historical approach to determining when 45 CFR 46 applies; however, this guidance is subject to revision to reframe the guidance and expressly incorporate the public health surveillance exclusion.  
CSTE Public Health Practice vs. Research A Report for Public Health Practitioners Including Cases and Guidance for Making Distinctions -published in 2004
Materials from Alesha, which she got from CSTE IRB point of contact:
HHS: https://www.hhs.gov/ohrp/regulations-and-policy/requests-for-comments/draft-guidance-activities-deemed-not-be-research-public-health-surveillance/index.html
Report: http://www.cste2.org/webpdfs/CSTEPHResRptHodgeFinal.5.24.04.pdf
From JHU, Micah sent to Svet as a Word attachment: [Svet comment – wonder if this is available online?]

Public Health Surveillance Activities:  Guidance for Investigators

The Revised Common Rule (RCR) promulgated by the U.S. Office of Human Research Protections (OHRP) explicitly deems “public health surveillance activities” not to be “research”, and thus not governed by the regulatory requirements of 45 CFR 46.  The reason for this determination is that DHHS “recognizes that the requirements of 45 CFR 46 should not impede a public health authority’s ability to accomplish its mandated mission to protect and maintain the health and welfare of the population(s) for which it is responsible.”[footnoteRef:1]  This principle applies to public health authorities in the U.S. (federal, state and local) and in other countries. [1:  https://www.hhs.gov/ohrp/draft-guidance-public-health-surveillance-activities.html] 

Although the RCR does not define “public health surveillance”, it states that those activities include “the collection and testing of information or biospecimens, conducted, supported, requested, ordered, required, or authorized by a public health authority.”[footnoteRef:2]  The World Health Organization (WHO) Guidelines on Ethical Issues in Public Health Surveillance (2017) (WHO Guidelines) is a resource that may be helpful in outlining the kinds of activities that constitute “surveillance”.  WHO generally defines surveillance as “the continuous, systematic collection, analysis and interpretation of health-related data needed for the planning, implementation, and evaluation of public health practice.”[footnoteRef:3]    [2:  https://www.hhs.gov/ohrp/draft-guidance-public-health-surveillance-activities.html]  [3:  https://www.who.int/ethics/publications/public-health-surveillance/en/] 

Examples of such data include information about:
· The spread and control of communicable diseases
· Injuries and conditions
· Population vital statistics
· Tracking of health risk factors and outcomes
· Monitoring of environmental hazards and conditions that threaten access to safe workplaces and housing, and clean air, water, and uncontaminated food sources. 
To be considered a public health surveillance activity, these data must be collected, shared and used for health-related policy making, advocacy, and to prepare system responses to new threats.  
The Office of Human Research Protections (OHRP) issued draft guidance to assist researchers and Institutional Review Boards (IRBs) in determining whether a planned activity constitutes a public health surveillance activity.  The Guidance provides that “[p]ublic heath surveillance uses information and biospecimens from a variety of sources, including mandatory reporting of certain conditions, routine monitoring, vital records, medical records, medical billing records, clinical specimens, and public health investigations.  Further, it often uses the same analytical and laboratory techniques as epidemiological research.”[footnoteRef:4]   [4:  https://www.hhs.gov/ohrp/draft-guidance-public-health-surveillance-activities.html] 

The Guidance notes that the principal difference between surveillance and research is one of purpose; for surveillance, it is “to inform the decisions or actions that must be made by a public health authority.” 
There are limits to the kinds of surveillance activities that will be deemed not to be “human subjects research”:  the activities must be those necessary to allow a public health authority to identify, monitor, assess, or investigate potential public health signals, onset of disease outbreaks, or conditions of public health importance.”
At Johns Hopkins University, the IRB will make the determination of whether an activity constitutes a public health surveillance activity because, as the OHRP guidance acknowledges, “the line between public health surveillance activities and research activities can be difficult to draw.”  If the JHU IRB makes a “public health surveillance/not research” determination, it may also advise the investigator to adhere to relevant ethical guidelines for the conduct of the surveillance activity (such as the WHO Guidelines).
 The IRBs will ask investigators for information to determine whether the activity qualifies as a public health surveillance activity. This may include: 
· Whether the activity is necessary to allow a public health authority to identify, monitor, assess, or investigate potential public health signals, onset of disease outbreaks, or conditions of public health importance. (Note:  It is unlikely that an activity meeting the definition of “clinical trial” would fall into this category.)
· Whether there a direct link between the surveillance activity and the decision-making and action by a public health authority.
· Whether the activity will be conducted by a public health authority [e.g. the public health authority will participate directly in the collection, testing, analysis or use of the information/biospecimens]
· Whether the activity will be supported by a public health authority [e.g. through a grant or contract]
· Confirmation that the relevant public health authority is responsible for public health matters as part of its official mandate

Definitions from the 2018 OHRP Guidance
Public Health Authority:  An agency or authority of the United States, a state, a territory, a political subdivision of a state or territory, an Indian tribe, a foreign government, or a person or entity acting under a grant authority from or contract with such public agency, including the employees or agents of such public agency or its contractors or persons or entities to whom it has granted authority, that is responsible for public health matters as part of its official mandate. 
Please Note: The definition of a “public health authority” requires that an agency’s official mandate include the responsibility for public health matters. The mandate can be responsibility for public health matters, generally, or it can be for specific public health programs. Furthermore, an agency’s official mandate does not have to be exclusively or primarily for public health. Therefore, to the extent a government agency is responsible for public health matters as part of its official mandate, OHRP considers that, for purposes of this guidance, it qualifies as a public health authority.
Public Health Surveillance Activity:
There is no formal regulatory definition for public health surveillance activities. 
In general, public health surveillance involves collecting, testing, analyzing, and using information or biospecimens to improve public health and prevent disease. It provides timely and useful evidence, and it enables public health authorities to be more effective in their efforts to protect and promote public health. Thus, public health surveillance is an important element of public health practice.
Public health surveillance uses information and biospecimens from a variety of sources, including mandatory reporting of certain conditions, routine monitoring, vital records, medical records, medical billing records, clinical specimens, and public health investigations. Further, it often uses the same analytical and laboratory techniques as epidemiological research. However, the difference between public health surveillance and research in this context is that the purpose of the surveillance is to inform the decisions or actions that must be made by a public health authority.
The direct link to decision making and action by a public health authority is a hallmark of public health surveillance. In the context of public health surveillance, the collection, management, analysis, and interpretation of surveillance information or biospecimens is designed to inform a public health authority, and generally is followed by public health action or by the dissemination of information to public health programs and others to stimulate public health action.
Surveillance activities that are not undertaken for the purpose of directly informing public health decision making or action generally will not be considered public health surveillance, even if they might be considered surveillance for other purposes
Conducted by a Public Health Authority: 
An activity is “conducted” by a public health authority when the public health authority participates directly in the collection, testing, analysis, or use of the information or biospecimens, or funds these uses through a contract.
Supported by a Public Health Authority:
An activity is supported by a public health authority when the activity is funded through a grant or cooperative agreement. Activities that are requested, ordered, required, or authorized by a public health authority also may be considered to be “supported by a Public Health Authority”, even if they are carried out by an entity that is not a public health authority (e.g., academic institutions, health care organizations, nonprofit entities).






