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Ethical Issues Pertaining to Research in the
Aftermath of Disaster
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In January 2003, The New York Academy of Medicine and the National Institute of Mental Health
sponsored a meeting entitled “Ethical Issues Pertaining to Research in the Aftermath of Disaster.”
The purpose of the meeting was to bring together various experts to examine evidence concerning
the impact of research on trauma-exposed participants, review the applicable ethical principles and
policies concerning protection of human subjects, and offer guidance to investigators, IRBs, public
health and local officials, and others interested in assuring that research in the aftermath of a disaster is
conducted in a safe and ethical manner. This article summarizes the group’s key findings and outlines
potential considerations for those working in this field.
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On January 13 and 14, 2003, The New York
Academy of Medicine and the National Institute of Men-
tal Health sponsored a meeting entitled “Ethical Issues
Pertaining to Research in the Aftermath of Disaster.”
The attendees included 37 mental health professionals,
trauma researchers, public health officials, ethicists, Insti-
tutional Review Board (IRB) representatives, as well as
family members and first responder representatives from
the Oklahoma City and World Trade Center disasters (see
Appendix). The purpose of the meeting was to examine
evidence concerning the impact of research on trauma-
exposed participants, review the applicable ethical princi-
ples and policies concerning protection of human subjects,
and offer guidance to investigators, IRBs, public health
and local officials, and others interested in assuring that
research in the aftermath of a disaster is conducted in a
safe and ethical manner.
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Background

Disasters, whether unintentional acts of nature or
human-made, can have profound effects on those who
experience them. Although the physical dangers inherent
in disasters are obvious, such events, including terrorism
and bioterrorism, are a grave threat to mental health as
well. Previous episodes of disaster have dramatically af-
fected individuals, communities, and nations. In addition
to affecting acute physical and mental health, disasters
can have more chronic impacts creating social and eco-
nomic hardship, loss of employment, the dissolution of
personal relationships, and the long-term deterioration of
physical and mental health (Canino, Bravo, Rubio-Stipec,
& Woodbury, 1990). Research conducted after various
types of disasters (Oklahoma City Bombing; Hurricane
Andrew; Three Mile Island Disaster; 1989 San Francisco
Bay Area earthquake; 1991/92 Iraqi missile attacks on
Israeli civilians; and the terrorist attacks on New York
City on 9/11/01) have demonstrated that adults and chil-
dren who experience violent and traumatic events show a
wide range of reactions. Some suffer distressing worries,
difficulty sleeping and concentrating, and bad memories
that while disturbing and impairing, most often fade with
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good emotional support and the passage of time. Others
are more deeply affected and experience long-term prob-
lems such as depression, posttraumatic stress disorder,
and other anxiety disorders (Norris, Friedman, Watson,
Byrne, et al., 2002; Norris, Friedman, & Watson, 2002).
Terrorism is one of the most devastating types of disas-
ter, the intentional creation of death and destruction in
order to destabilize, instill fear and feelings of uncer-
tainty, vulnerability, intimidation, demoralization, chaos
and helplessness among those targeted. Because of its
unique characteristics and the malice that motivates its
aims, there are many important reasons to study the envi-
ronmental, clinical, and psychosocial impacts of terror on
individuals, families, and populations. Research focused
on the effects of terrorism can provide important informa-
tion that may: improve long-term survival (Lundin, 1984),
help prepare for subsequent incidents (Murray Parkes,
1997), aid in assessing the physical and emotional needs
of a population (Galea et al., 2002), impact on planning
and provision of mental health services for victims and
other disaster-affected persons (Canino et al., 1990), and
increase understanding of the human response to trauma
more broadly (Dreman & Cohen, 1990).

Prior studies involving trauma and disaster-affected
populations have identified some of the special issues that
exist for research in the unique circumstances of terror, but
concerns about magnitude of risk to subjects of research
postdisaster are largely undocumented. Some question
whether witnesses to or victims of extreme trauma may be
able to anticipate the degree of distress that will accom-
pany research participation (Newman, Walker, & Gefland,
1999; Pope, 1999). The process of IRB review and ap-
proval is intended to insure that adequate procedures are
in place to address this and other issues. However, be-
liefs and knowledge about the potential of these studies
to traumatize or upset participants varies greatly among
individual investigators and IRBs (Newman et al., 1999).
This gap in knowledge and the challenges it represents
were a major focus of this meeting.

Although the risks and benefits of participation in
disaster-focused research are not fully understood, most
would agree that there is a significant need for additional
research in the aftermath of disaster. This tension points
to the importance of balancing the potential benefits to
society of activities that seek to enhance knowledge and
provide effective services postdisaster and the necessity
of protecting the rights of individual human research sub-
jects.

Federal regulations (The Common Rule – 45 CFR
46, subpart A) provide the framework for the protection
of the human subjects of research. These regulations and
additional subparts B through D define the standards for

the ethical conduct of research, including the process for
proposal review through IRBs. They describe the process
of voluntary informed consent and note that additional
protections should be afforded vulnerable subjects such
as children, prisoners, fetuses, the decisionally impaired,
and the economically and educationally disadvantaged
(Federal Policy for the Protection of Human Subjects, 45
CFR §46.111, 1991). IRBs are also charged with con-
sideration of the overall burden to specific individuals or
populations created by research participation. The bur-
den of research may be additive to other nonresearch
burdens being experienced by subjects or it may occur
directly as a result of the research, such as when an in-
dividual is asked to participate in multiple or redundant
studies (Office for Human Research Protections [OHRP],
2001).

Research involving victims and survivors of all too
common acts of violence such as rape and sexual assault,
community violence, domestic violence, and child abuse
has helped to establish safeguards for the protection of
research participants that are useful for IRBs. The most
significant intentional human-caused disaster that took
place in the recent history of the United States prior to the
events of September 11, 2001, was the bomb explosion
at the Alfred P. Murrah Federal Building in Oklahoma
City on April 19, 1995. Much research was undertaken
in Oklahoma, and a good deal of it was centrally re-
viewed and approved through a special process put in
place by the University of Oklahoma Health Sciences
Center (UOHSC) with the imprimatur of the Governor
(North, Pfefferbaum, & Tucker, 2002). The result was that
the University’s IRB became the single body approving
research involving the population affected by the bomb-
ing as captured by a registry of victims. The goals of
this approach were to protect the survivors of the disaster,
maximize the knowledge obtained from the investigations,
coordinate the numerous studies, minimize the burden on
research subjects, and attend to simultaneous needs for
acquiring new knowledge and clinical treatment in this
population (North et al., 2002).

In the case of the World Trade Center disaster of
September 11, 2001, investigators with interest and exper-
tise from all over the country and internationally wanted
to study these events and the aftermath. In the absence
of clear recommendations about coordination of research,
concern arose about assuring that victims of terror and
their families not be subjected to inordinate burdens.
Given the massive scope of the disaster and the research
that took place afterwards, extensive coordination on the
scale of Oklahoma City did not take place. The result
is two very different examples of oversight of research
following terror.
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Purpose and Structure

The purpose of this meeting was to examine the
evidence concerning the impact of research on trauma-
exposed participants, review the applicable ethical princi-
ples and regulations that govern research, and offer guid-
ance where possible to investigators, IRBs, regulators,
public health and local officials, and others concerned
with scientific and clinical endeavors as well as those
charged with protecting the interests of human subjects.

Participants in the meeting were invited for their
leadership and experience in the areas of mental health,
disaster-focused research, public health, and research
ethics, or for their personal knowledge and involvement
as family members of victims or first responders to the
Oklahoma City and the World Trade Center disasters.

Four areas of critical importance to development,
evaluation, and conduct of research protocols postdisaster
were identified by the planners of the meeting: decisional
capacity of potential participants, vulnerability of research
subjects, risks and benefits of research participation, and
informed consent. Each topic was the subject of a discus-
sion at the meeting. The moderators of each discussion
were asked to review the literature in the field, examine
evidence directly related to research postdisaster, and de-
fine those areas that required further study.

After each discussion, and in a summation session,
the group attempted to formulate summaries that might
be of help in the future to investigators, IRBs, and public
health and local officials faced with a natural or human-
caused disaster.

Decisional Capacity

The discussion of decisional capacity focused pri-
marily on what is known about the factors that impact
on an individual’s ability to make decisions in the face
of acute stress (Rosenstein, 2004). In order to shed light
on the decision-making capacity of individuals in the af-
termath of a disaster, the general literature on decision
making in clinical treatment and research was reviewed. In
the clinical setting, adult patients are assumed to have the
capacity to make decisions concerning clinical care unless
physicians have a reason to question that ability. Even for
those with questionable capacity, experience shows that
decision-making capacity varies depending on the nature
of the question posed and the complexity of the choice.
Decision-making capacity can also be improved though
intensive educational efforts (Carpenter et al., 2000).
Capacity to make decisions is not viewed as a bimodal, yes
or no, phenomenon and even varies in the same individual

over brief periods of time. Applebaum has identified four
components of decisional capacity (factual knowledge,
ability to communicate a choice, appreciation of informa-
tion, and ability to manipulate information) that should
be considered in evaluating the individual prospective re-
search participant’s competence to provide informed con-
sent (Appelbaum & Roth, 1982).

The need to be protective of an individual with ques-
tionable capacity to make decisions also varies with what
is at stake. The level of risk of the decision and the irre-
versibility of the choice are important factors in creation
of safeguards to protect the interests of individuals who
may have varying or questionable capacity. In the clinical
context, physicians are ethically obligated to recommend
treatment options deemed to be in the best interests of their
patient. The patient evaluates that recommendation and
decides whether to proceed based on his or her own values
and assessment of the risks and benefits while knowing
that the physician believes this course of action is consis-
tent with benefiting the patient. This is not always the case
in the context of deciding about research participation.
There may be no intended direct benefit to the individual
subject participating in research or the potential benefits
may be uncertain or unknown. Risk of participation in
research may be minimal or vary widely depending on
the specific investigation. Thus, the capacity required for
participation in research may vary with the level of risk.

There has been a great deal of research in the field of
mental health on the assessment of decision-making ca-
pacity in both clinical and research settings (Rosenstein,
2004). There are data to support the notion that some
potential research participants postdisaster will have im-
paired decision- making capacity as a result of their trau-
matic experience (Marmar, Weiss, & Pynoos, 1995). It
would, however, be inaccurate and potentially stigmatiz-
ing to assume that all persons who have experienced terror
or other disasters are decisionally impaired and unable to
make choices for themselves. Although it is reasonable to
presumptively accept that potential research subjects post-
disaster will have the capacity to make decisions, given
the significant impact of experiencing such trauma, the
process of informed consent should consider the prospec-
tive research participants’ ability to provide meaningful
and voluntary consent. It is reasonable to consider whether
more individuals with impaired decision-making capac-
ity will be encountered in this context than in the general
population. However, there is little empirical evidence
regarding decision-making capacity in disaster-affected
populations. Related evidence from studies of patients
with acute stress disorder and posttraumatic stress disor-
der offer evidence that decisional ability in these individ-
uals, as a group, is not significantly compromised. Even
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individuals who are extremely upset and under signifi-
cant stress in general are able to make rational decisions
about clinical care and research participation (Rosenstein,
2004). Numerous factors have been identified as influenc-
ing decision-making capacity under stress, but the extent
of the effect of these factors is unclear, and each of these
factors is affected by the antecedent mental health of the
individual participant, the characteristics of the study, and
contextual variables such as research site, experience of
the investigator, etc.

Vulnerability

The discussion of vulnerability focused on the im-
portance of this concept in the history of protection of hu-
man subjects of research and its relevance as a descriptor
of the population of those who have experienced disaster
(Levine, 2004). The term “vulnerable” is generally applied
to groups that are “more likely than others to be misled,
mistreated, or otherwise taken advantage of as participants
in research studies” (Levine, 2004). In the decades after
World War II, in response to the Nazi experiments and
various research scandals in the United States, research
was viewed as a risky and burdensome enterprise from
which individuals needed protection. In 1978, a national
commission was convened by Congress to address this
problem. It published The Belmont Report, the ethical
justification for the regulatory structure for the protec-
tion of human subjects that exists to this day (National
Commission for the Protection of Humans Subjects of
Biomedical and Behavioral Research, 1978). The Report
defined vulnerable populations as those groups that might
“bear unequal burdens in research” due to their “ready
availability in settings where research is conducted,” such
as prisons, hospitals, and institutions, and it called for
extra protections for these groups.

The Code of Federal Regulations, developed as a re-
sult of the recommendations of the national commission,
does not specifically define vulnerability but creates spe-
cific protections for four “particularly vulnerable popula-
tions”: children, prisoners, pregnant women, and fetuses
(§46.201, 1991; §46.301, 1991). In addition, there is ref-
erence to other populations whose ability to make volun-
tary and uncoerced decisions about research participation
may be impaired. These include adults who are cogni-
tively impaired or mentally disordered, and those who are
economically or educationally disadvantaged (§46.111,
1991). When individuals from these groups are potential
subjects of research, there may be limits on the permissible
levels of risk to which the subjects may be exposed without
compensating benefit, and the IRB may impose procedural

safeguards to protect the interests of the subjects. In recent
years, the concept of vulnerability has been expanded to
include even more groups. These include populations with
insufficient power to protect their own interests or those
at risk for being “wronged” or treated in ways that assault
their dignity (Levine, 2004).

The concept of vulnerability appears to have become
extraordinarily elastic, capable of being stretched to cover
almost any person, group, or situation (Levine, 2004). It
gathers people of widely varying characteristics and ca-
pacities under one large umbrella without accounting for
critical differences among individuals. Some have argued
that vulnerability ought not be conceived as a character-
istic of a group at all, but rather that certain individual
characteristics may render persons vulnerable in certain
situations (DeBruin, 2001).

Common-sense usage of the term vulnerability must
be differentiated from the technical meaning of the term in
the context of human research protection. Victims of vio-
lence and disasters are of course vulnerable in the sense of
sometimes requiring additional care and attention, as they
have often suffered trauma and loss. However, available
evidence does not indicate that as a class, they are un-
able to participate knowingly and voluntarily in decision
making. Protocols that present novel or high risk or have
uncertain risk-benefit ratios should be examined carefully
before being approved. Specific protocols with the possi-
bility of increased risks faced by individual participants
should be scrutinized on a case-by-case basis. IRBs must
determine whether, on balance, the benefits of any partic-
ular research endeavor outweigh the cumulative risks to
individual subjects. Investigators must also be sensitive to
the fact that individuals in this group have suffered injury
and loss and may be more inclined to conflate clinical
services and research.

Risks and Benefits

The discussion on the risks and benefits of participa-
tion in research postdisaster focused on the evidence of the
impact of research on participants and the perceptions of
subjects about their experience of participating in research
(Newman & Kaloupek, 2004). There are clearly risks and
benefits associated with participation in disaster-focused
research, but there has been little empirical research in
this area. There are about a dozen published studies that
examine the risks and benefits of research postdisaster
(Newman & Kaloupek, 2004).

A number of benefits to participation in research
postdisaster have been identified. Such benefits include:
enhanced awareness of material resources, medical and
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mental health services, empowerment, learning and in-
sight, altruism, kinship with others, feeling of satisfaction
or value after participating, and favorable attention from
investigators. However, while there is evidence that ben-
efits exist for at least some research participants, these
benefits have not been examined in detail, and it is not
known which kinds of participants are most likely to gain
from what type of research involvement. In addition, it
has been observed that disaster-affected individuals seem
to receive greater benefit from interview-based research
over questionnaire-based research or studies that are more
biologic in nature (Newman et al., 1999).

There are risks associated with participation in
disaster-focused research. Such risks include physical
harm, inconvenience, legal action, economic hardship,
psychological discomfort, loss of dignity, breach of confi-
dentiality, and unwanted media attention. Unlike findings
on the benefits of research participation, researchers have
identified several characteristics of participants and proto-
cols that may enhance their potential for risks while taking
part in disaster-focused research studies. These character-
istics include preexisting distress or mental illness, age
(both young and old), history of multiple trauma expo-
sures, social vulnerability, and physical injury. Further-
more, there is evidence to suggest that repetitive research
involving the same participants carries a potential for risk.
Because disaster-affected persons are limited in number
and are of interest to numerous investigators, the poten-
tial for overburdening these individuals with multiple or
repetitive studies should be considered a risk in this type
of research (Newman & Kaloupek, 2004).

Perhaps the most frequently discussed risk is that of
emotional distress. Emotional distress is a risk of disaster-
focused research participation, but it is not unique to
trauma studies, and it varies greatly in degree depending
on the individual participant and study. Often, it may be
difficult to identify, because the research may not neces-
sarily cause emotional distress but rather may make the
subject aware of distress caused by the antecedent trauma
(Newman & Kaloupek, 2004). Furthermore, an individual
noted to be upset during participation in research might
not necessarily regret participation. It is often the act of
remembering the past that can induce distress, but at the
same time, in the appropriate context, this act can aid
individuals in achieving insight into their experiences.

Emotional distress caused by remembering events
has sometimes been referred to as “retraumatization.” Re-
activation or exacerbation of residual stress-related symp-
toms precipitated by stimuli after the original exposure to
a traumatic stressor may be an appropriate component of
clinical care in a controlled and safe setting and should
not be confused with the actual occurrence of traumatic

exposure. Research participation may upset subjects but
it does not traumatize them as a disastrous event would.
Trauma-inducing events involve unpredictable and un-
controllable experiences, while disaster-focused research
should be both predictable and highly controlled. The use
of the term retraumatization is often inappropriate in the
disaster-research context and may lead to exaggerating
the risk involved in participation. Thus, investigators and
IRBs must take special care in assessing the risk-benefit
ratio of a research protocol so as not to over or underesti-
mate risk (Newman & Kaloupek, 2004).

Available evidence demonstrates that negative emo-
tions are experienced by at least some individuals during
research posttrauma. Acknowledging that this occurs does
not address how such emotional upset compares to the
magnitude and frequency of distress that these individu-
als confront in their daily lives. There are no clear data to
define whether research-related upset reflects new symp-
toms, acute intensification of typical symptoms, or emo-
tional responses that are commonly experienced by the
subject. In addition, the majority of subjects who experi-
ence strong emotional reactions do not regret or negatively
appraise research participation, suggesting that distress
may be understood as an indicator of emotional involve-
ment in the research project rather than as an indicator of
harm (Kassam-Adams & Newman, 2003; Newman et al.,
1999; Ruzek & Zatzick, 2000; Walker, Newman, Koss, &
Bernstein, 1997).

Informed Consent

The discussion of informed consent focused on what
is known about the process and effectiveness of informed
consent in postdisaster research. Informed consent be-
came the cornerstone of the protection of human subjects
of research in the United States after a number of highly
publicized research scandals in the 1960s and early 1970s
raised public awareness of the risks of research and ques-
tioned the motives of investigators. Informed consent is
the operationalization of the principle of respect for per-
sons described in the Belmont Report (DHEW, 1978). Al-
though many have focused on the document that is signed
by the research participant as the “informed consent,” in-
formed consent is a much broader process which includes
informing the potential subject of the procedures, potential
risks, benefits, and alternatives to the research and then
obtaining documentation of authorization to proceed.

The history of voluntary and informed participation
in research dates back at least to the beginning of the
twentieth century and the experiments of Walter Reed
who recruited American soldiers to determine the vector
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of Yellow Fever (Moreno, 2000). During the twentieth
century, healthy persons who became experimental med-
ical participants were routinely referred to as volunteers,
a term suggesting altruism and praiseworthiness. Patients
who became the subjects of research were less likely to
be viewed as altruistic volunteers and more likely to be
seen as deriving benefit from participation. Some main-
tain that informed consent procedures were less rigor-
ous in these circumstances and sometimes were ignored
(Advisory Committee on Human Radiation Experiments
[ACHRE], 1996).

There has been a great deal of interest in research
involving human subjects in the area of public health and
prevention of the physical and mental health consequences
of war. Members of the armed forces have been exposed
to biologic, chemical, and nuclear substances to measure
effects and determine appropriate responses in the face of
attack and have been vaccinated without consent. Other
public experiments without consent have subjected whole
cities or communities to biologic exposures and various
measurements and calculations of impact (Moreno, 2000).

Public health research, research in the military, and
research postdisaster may all occur in an atmosphere of
enhanced patriotism and a sense of civil duty to participate
in research in response to public health and national se-
curity threats. Given the increased concern for biological
warfare and outbreaks of smallpox and anthrax, as well as
the greater likelihood for future terrorist attacks, research
in these areas may be perceived as a way to lessen the
threat to public safety (Lombardo, 2003).

This perception is an important factor for investiga-
tors and IRBs to consider in order to ensure the voluntary
and informed consent of participants in disaster-focused
research. Individuals, particularly those directly affected
by disaster, may feel pressured to consent to research
participation out of a desire not to appear unpatriotic or
unhelpful in a time of national need. Such individuals
might include firefighters, police officers, and emergency
services workers who respond to disaster. These work-
ers, because of historic tradition and media portrayal as
strong, brave, and heroic, may feel pressured to contribute
to research efforts so as not to appear weak or disappoint
their peers or supervisors.

Considering the circumstances of obtaining in-
formed consent in the aftermath of disaster and the sub-
stantial need of victims, survivors and their families for
care and comfort, the problem of what has been called
the therapeutic misconception is very important in this
context. Although research participants may very well
benefit from research participation, as mentioned earlier,
it is easy for both the potential participant in the research
and the researcher to confuse the purpose of the research,

increasing knowledge, with the purpose of clinical care,
direct benefit to an individual. Much research postdisaster
is not explicitly therapeutic in intent and the informed
consent process must make the purposes of the research
clear and not exaggerate the benefits of interacting with
the investigators when treatment is not an intended part of
the research and potential benefits may be less predictable
(Appelbaum, Roth, Lidz, Benson, & Winslade, 1987).

Conclusions

Attendees at this meeting agreed that research post-
disaster is extremely important and that it can be per-
formed in an ethical manner. They concluded that there
is a need for investigators, IRBs, and public health and
government officials to have access to discussions of this
type in the event of future disasters in order to assure
that important research can be expeditiously reviewed
and conducted in a manner that protects the interests of
the participants. Survivors of the disaster, families of vic-
tims, and others who are potential participants of research
should play a role in the development and implementation
of research projects assuring adequate provisions for con-
fidentiality of the data and sensitivity to the broad range
of needs of those affected by the disaster.

Survivors and families are often in need of clinical,
legal, and social services. Research should in no way inter-
fere with the delivery of needed services with respect the
needs of individuals who are grieving and suffering. Re-
search participation should be voluntary, and the decision
whether or not to participate must not affect access to other
services or treatments. Researchers must be particularly
vigilant in ensuring that prospective study participants do
not confuse research procedures with clinical care and
evaluation and thus fall prey to the so-called therapeutic
misconception.

Research by investigators who support the impor-
tance of the work may be benefited by thoughtful concern
for subjects who may exhibit emotional or mental health
problems that could impair decision-making or increase
risk. Since research postdisaster is not always intended
to benefit present participants, researchers must remem-
ber that subjects bear the burdens and risks of research
in order to benefit future persons who will experience a
disaster. Any information gathering activities in this con-
text must acknowledge and adhere to the imperatives of
doing no harm, placing the care and safety of victims and
survivors above all else, and coordinating with assistance
efforts. Where relevant, this realization should impact on
research design and IRB review and be reflected in the
informed consent process.
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Administrators and IRB members who are charged
with protecting the interests of human participants in re-
search may be benefited in their considerations by having
access to data on the low likelihood of significant risk
of research postdisaster when conducted in appropriate
settings with sensitivity to the needs of the participants.
Realizing that remembering and describing events in the
research context, while potentially distressing to some, is
quite different from experiencing the original trauma may
help reviewers place this type of research in the proper
context. Evidence of the important benefits that disaster-
focused research participants experience may also be use-
ful to reviewers when weighing the risk-benefit ratio of
participation. The degree to which additional protection
is afforded should be proportional to the potential risks to
which participants are exposed.

Collaboration among investigators and coordination
of research in order to decrease redundancy and burden on
individual participants is an important goal. There are sev-
eral ways in which this cooperation could take place. First,
investigators and funders could seek to increase collabora-
tion and decrease redundancy of research as much as pos-
sible. Second, local academic or governmental authorities
might work with IRBs and researchers on a voluntary
basis to assist in coordination and decrease redundancy
and participant burden in research. Third, options for a
more formalized central structure for protocol review and
approval could be considered, as was done in Oklahoma.
Whatever approach is taken to address this potential risk,
important research should not be delayed by increasing
the bureaucracy of the review process.

Finally, careful review of the extant literature in
disaster-focused research reveals that there has been in-
sufficient study of specific benefits and risks of research
participation, rates and reasons for refusal, recruitment
procedures, methods for involvement of members of af-
fected communities, approaches to integrating provision
of clinical and human services with research investigation,
and creative and sensitive ways of obtaining informed con-
sent. This is true for virtually all social science, mental
health, and health services research and not merely related
to research after trauma.

The attendees concluded that the following guidance
could be offered as points to be considered in research
postdisaster:

1. It should be assumed that, as a group, those af-
fected by a disaster have the capacity to provide
meaningful and voluntary informed consent to
participation in research. When questions arise,
individual assessments should be conducted. The
decision to participate or not participate in re-

search is entirely the purview of the competent
prospective participant.

2. Capacity assessment tools exist and should be
utilized and capacity might need to be monitored
over time; the level of risk of the research should
determine the level of concern about capacity.
One capacity assessment available to investi-
gators is the MacArthur Competence Assess-
ment Tool for Clinical Research (McCAT-CR)
(Appelbaum & Grisso, 2001).

3. Disaster-affected populations should not neces-
sarily be considered “vulnerable” in the regula-
tory sense. However, research proposals should
address the individual psychological state of po-
tential participants and have explicit mechanisms
available for timely referral of subjects in need
of mental health consultation, including training
of investigators and research staff to recognize
emotional problems in research participants.

4. Specific research proposals should be scrutinized
based on the level of risk, the novel nature of the
research, and the uncertainty of the risk-benefit
ratio; such scrutiny may result in the need for
additional procedural safeguards for that specific
proposal.

5. There is a critical need for additional research on
the risks and benefits of participation in disaster-
related research. It is important to study the effect
of the research itself on participants and whether
their experience of participation was what they
had expected based on the enrollment process.

6. Ideally, representatives of the community who
will be participants of the research should have
some level of involvement in the planning and
implementation of the research.

7. Information for potential participants about a re-
search project should make clear whether there is
therapeutic intent. Informed consent procedures
should reduce the likelihood of participants mis-
taking research for clinical services (the thera-
peutic misconception).

8. The setting for the explanation of the research
should be a safe, controlled environment con-
ducive to making an informed decision about
participation.

9. Provisions for confidentiality of the data and pro-
tection of the privacy of the subjects should be
an explicit part of the research plan.

10. Proposals should have explicit plans for the train-
ing and support of research staff who will be
exposed to the emotional challenges faced by
research participants.
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11. Participants in research postdisaster should be
informed of the results of studies in which they
have participated.

12. Coordination and collaboration among re-
searchers and IRBs may help minimize redun-
dant research and participant burden; various
models should be considered to facilitate such
coordination without unduly impeding research.

The research community that has focused its atten-
tion on assessing and minimizing the impact of terror
and disaster on affected individuals and communities has
made major contributions to enhancing knowledge, ser-
vices, and outcomes for countless victims and their fam-
ilies. This community can continue to serve victims and
survivors of traumatic events by maintaining sensitivity
to the needs of this population and striving to understand
more about the effects of trauma and trauma-focused re-
search participation while continuing with their important
work.

Appendix: Meeting Attendees

Jeremiah Barondess, MD
President
The New York Academy of Medicine

Neal Cohen, MD
Executive Director
Center on Bioterrorism
Academic Medicine Development Corporation

Lauren Collogan, BA
Center for Urban Bioethics
The New York Academy of Medicine

Timothy Cuerdon, PhD
Adherence and Behavior Change Program (HB-A)
Health & Behavioral Science Research Branch
National Institute of Mental Health

Regina Dolan-Sewell, PhD
Chief, Mood, Anxiety, and Regulatory Disorders
Program
Adult Psychopathology & Prevention Research Branch
Division of Mental Disorders, Behavioral Research,
and AIDS
National Institute of Mental Health

Wayne Fenton, MD
Acting Deputy Director for Clinical Affairs
National Institute of Mental Health
Mary Fetchet, LCSW
Co-Chair, Voices of September 11th

Alan Fleischman, MD
Senior Vice President
The New York Academy of Medicine

Sandro Galea, MD, MPH
Medical Epidemiologist
Center for Urban Epidemiologic Studies (CUES)
The New York Academy of Medicine

Gail Geller, ScD
Department of Pediatrics, Johns Hopkins School of

Medicine
Department of Health Policy & Management, Johns

Hopkins School of Public Health
Johns Hopkins Medical Institutions
Genetics and Public Policy Studies

Robyn R. M. Gershon, MHS, Dr PH
Associate Professor of Public Health
Mailman School of Public Health
Columbia University

Danny Kaloupek, PhD (moderator, Risks and Benefits)
National Center for PTSD (116B-2) VA Medical Center

Terence Keane, PhD
Professor and Vice-Chairman, Department
of Psychiatry
Boston University School of Medicine

Edward Greg Koski, MD, PhD
Senior Scientist, Institute for Health Policy,
Massachusetts General Hospital
Associate Professor, Department of Anesthesiology
and Critical Care, Harvard Medical School

Carol Levine, MA (moderator, Vulnerability)
Project Director, Families and Health Care Project
United Hospital Fund of New York

John Livengood, MD, MPH
Associate Deputy Director
Centers for Disease Control and Prevention

Charles Marmar, MD
Associate Chief of Staff for Mental Health
Department of Psychiatry
San Francisco VA Medical Center

Mary Faith Marshall, PhD
Director of the Program in Bioethics
History & Philosophy of Medicine
Kansas University Medical Center

Jonathan Moreno, PhD (moderator, Informed Consent)
Director, Center for Biomedical Ethics
University of Virginia

Farzad Mostashari, MD, MPH
Assistant Commissioner, Division of Epidemiology
New York City Department of Health

Elana Newman, PhD (moderator, Risks and Benefits)
Associate Professor of Psychology
Department of Psychology

Fran Horton Norris, PhD
Research Professor, Department of Psychiatry
Dartmouth Medical School & NCPTSD
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Carol North, MD
Associate Professor, Department of Psychiatry
Washington University in St. Louis

John M. Oldham, MD
Professor and Chair, Department of Psychiatry
and Behavioral Sciences
Medical University of South Carolina

Jane Pearson, PhD
Chair, Suicide Research Consortium
Associate Director, Preventive Interventions
Division of Services and Intervention Research
National Institute of Mental Health

Neal Richmond, MD, FACEP
Deputy Medical Director
Fire Department of New York

Elspeth Cameron Ritchie, MD
Department of Defense
Program Director, Mental Health Policy and Women’s
Issues OSD/HA

Donald Rosenstein, MD (moderator, Decisional Capacity)
Chief, Psychiatry Consultation-Liaison Service
National Institutes of Health

Jerilyn Ross, MA, LICSW
President & CEO, Anxiety Disorders Association
of America
Director, The Ross Center for Anxiety & Related
Disorders, Inc.

Alan M. Steinberg, MD
National Center for Child Traumatic Stress
University of California at Los Angeles

Ellen L. Stover, PhD
Director, Division of Mental Disorders, Behavioral
Research, and AIDS
National Institute of Mental Health

Ken Thompson
Director of External Affairs
Oklahoma City National Memorial
Institute for the Prevention of Terrorism

Joseph Torillo
Fire Department of New York

Farris K. Tuma, ScD
Chief, Traumatic Stress Program & Disruptive
Behaviors/ADD Program
Division of Mental Disorders, Behavioral Research,
and AIDS
National Institute of Mental Health

Robert Ursano, MD
Uniformed Services University of the Health Sciences
Department of Psychiatry

David Vlahov, PhD
Director, Center for Urban Epidemiologic
Studies (CUES)

The New York Academy of Medicine
Rachel Yehuda, PhD

Professor of Psychiatry
Director of the Traumatic Stress Studies Division
Mount Sinai School of Medicine
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