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Human Subject means a living 
individual about whom an investigator 
conducting research obtains:

I. Data through intervention or 

interaction with an individual

II. Identifiable private information

Research is a systematic investigation 

designed to develop or contribute to 

generalizable knowledge.



National Institutes of Health
U.S. Department of Health and Human Services

Disasters demand the best science....FAST!

Disasters and Ethics
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Need for time critical research

• Is it safe and/or did our efforts help?

– Physical and mental health impacts (acute and 
chronic)

– Safety and efficacy of medical treatments

– Risks of exposures and contamination

– Efficacy of decontamination/clean-up

• Discovery of risk factors for recovery and 
resiliency including vulnerable populations

– Pregnancy, children, lactating mothers

– Elderly and those with pre-existing conditions

– Communities with higher exposures
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Disaster Research Conundrum

“Disaster is often defined by chaos, and 
by the disruption or destruction of local 
social systems and organization….

…yet, both research and human subjects 
protection are often defined by an 
imposed framework of order based on 
social observation and interaction.”
(from David Abramson’s slideset, “The Ethics of Disaster Research: IRB issues from a  researcher’s 
perspective” presented at Columbia University’s IRB Annual Education Conference on April 24, 2007)
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Independent Review – Institutional Review Board

▪ IRBs can play a key role as 
gatekeepers to the disaster 
research enterprise

▪ IRBs have the responsibility 
of protecting impacted 
populations from research-
related harms
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• Lack of best practices/guidance 

• Not business as usual

• Special considerations are needed in 
IRB review of disaster protocols

• Need collaboration between the IRB 
and investigators

• Interference in disaster response and 

provision of disaster aid

• Need for situational awareness to 

provide context

• participant and community 

vulnerability

• Realizing participant burden and/or 

research fatigue

• Lack of defined safety and training of 

the research team

What makes disaster research 
unique is the circumstances in which 
otherwise conventional methods are 
employed. Put differently, it is the 
context of research not the 
methods that makes disaster 
research unique.” (R Stallings, 2002)

IRB Challenges in Disaster Research
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Special Considerations & Best Practices for IRB Review of Disaster 
Research Working Group 

Purpose: 
▪Have an open and transparent 
dialogue of human research 
protection issues in the context of 
disaster research 
▪Identify recommendations that 
would be instrumental in preparing 
and guiding IRBs to efficiently 
review protocols related to public 
health emergencies and disasters

Outcome:
▪Development of recommendations 
for IRBs who review public health 
emergency/disaster protocols
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Working Group Recommendations
Categories of Recommendations:

▪ IRB preparedness for reviewing disaster 
related research

▪ Participant vulnerability, informed 
consent and research risks and benefits

▪ Contextual understanding of disaster 
specific factors, pre- and post-disaster 
local community and environment

▪ IRB responsibilities and review 
processes in relation to disaster research

▪ Timely dissemination of research results 
back to key stakeholders and participants https://doi.org/10.1289/EHP2378
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Establishing a DR2- National Institutional 
Review Board (IRB)  Preparedness Program

▪ Developing and implementing “IRB Best Practices and 
Ethical Considerations”

▪ Developing the “Disaster Research Critical Review 
Factors Model”

▪ Developing, testing, and implementing tools and 
resources

▪ Training IRBs and Investigators in the use of the tools 
and preparedness strategies 

▪ Outreach and Engagement to key stakeholders 

▪ Regulatory and ethical consultation with investigators
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Upcoming Manuscript: Current Environmental Health Reports:  Packenham, et al 

Institutional Review Board Preparedness for Disaster Research:  A Practical Approach (Spring 2021)



National Institutes of Health
U.S. Department of Health and Human Services

IRB Tools for Review of Disaster Research Protocols
 PD-REACT (Post-Disaster Researcher 

Engagement Assessment and 

Community Template)

 NIEHS Disaster Research Review 

Checklist 
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National Training Curriculum 

Tribal Nations:
University of Texas, Medical Branch

Federal Partners

University of Arizona
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“Our REGULATIONS provide a FRAMEWORK
and contain the MINIMAL  REQUIREMENTS to 

protect human subjects involved in research .

HUMANITY demands one to GO ABOVE and 
BEYOND the minimum to ENSURE adequate 

PROTECTIONS for human subjects and 
communities in the wake of disasters.”

NIEHS Office of Human Research Compliance
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Is your IRB 
PREPARED?

For institutional review 
boards and disaster 
researchers, we provide:

▪ Disaster expertise
▪ Curriculum-based 

training
▪ Regulatory guidance

Contact Us:
▪ email: DR2-IRBPREP@mail.nih.gov
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Thank You!       

DR2-IRBPREP@mail.nih.gov


