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Purpose: In 1997 approximately 30,000 people died by suicide in the United States, making suicide
the 8th leading cause of death in the U.S. (Hoyert, Kochanek, & Murphy, 1999). There are an esti-
mated 8 to 25 attempted suicides for every completion. Persons with mental disorders are at increased
risk for suicidality and death by suicide. NIMH is providing this guidance for those investigators con-
ducting research on interventions to reduce suicidality, as well as for investigators likely to encounter
persons at risk for suicidality in intervention trials involving persons with mental disorders. This
document focuses on issues most relevant to adult study participants. For study participants consid-
ered special populations, such as children and prisoners, see information about required additional
safeguards and procedures at http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm.

In June 1998, the National Institutes of Health (NIH) issued a policy on data and safety monitoring
(http://grants.nih.gov/grants/guide/notice-files/not98-084.html) that requires oversight and moni-
toring of all intervention studies to ensure the safety of participants and the validity and integrity of
the data. The policy further elaborates that monitoring should be commensurate with risks and with
the size and complexity of the trials. The NIH already requires data and safety monitoring, generally
in the form of the Data and Safety Monitoring Boards (DSMBs) for phase III clinical trials. Begin-
ning with the October 2000 receipt date, investigators must submit a monitoring plan for phase I and
II clinical trials to the funding Institute and Center (IC) before the trial begins (http://grants.nih.
gov/grants/guide/notice-files/NOT-OD-00-038.html). All institutions carrying out an NIMH-funded
phase I or II clinical trial must establish a data monitoring system, which may include a DSMB. Inter-
ventions focused on reducing suicidality are considered high risk by NIMH.

The intent of instituting a DSMB is to provide oversight and monitoring of an intervention study to
ensure the safety of participants and validity and integrity of the data. This document describes the
safety challenges and potential solutions for consideration by researchers conducting intervention
research involving persons that are, or may become suicidal. They are intended to be used by inves-
tigators in the development of intervention trials and by the Institutional Review Boards (IRBs) and
DSMBs that must review and monitor these studies. The intent is to propose ways to minimize risk
in approaches to conducting research on suicidality, in order to assist in facilitating research on the
nature of suicidality and on the efficacy of interventions proposed to reduce suicidality. Interventions
of interest include psychosocial, pharmacological, somatic, and their combination, or system interven-
tions that change typical practice or treatment. The approaches reviewed here include study design
considerations, increased monitoring, and implementation of risk management protocols. A checklist
of informed consent issues is also included.

Definitions: Suicidality and suicidal behaviors includes completed suicide, attempted suicide, and
suicidal ideation (each defined below). Completed suicide is considered a serious and unexpected ad-
verse event; suicidal ideation in certain samples (e.g., major depression) is less likely to be considered
so. Whether attempted suicide and suicidal ideation are considered unexpected adverse events will
depend on the particular trial. As described by NIH guidelines Federal regulations (45 CFR Part 46,
Subpart A), shared by 17 Departments and Agencies as the Common Rule, require written procedures
and policies for ensuring reporting of "unanticipated problems" involving risks to participants to the
IRB, appropriate institutional officials, and the Department or Agency Head. Generally, the funding
Institutes and Centers establish operational definitions of adverse events that apply to the particular
trial. In the case of study participants who are suicidal, the management of serious suicide attempts
and facilitation of inpatient hospitalization should be addressed and planned for. In working with their
IRB, funding agency, and DSMB when appropriate, investigators should describe how likely serious
attempts are to occur, how frequent inpatient hospitalization may be, and their protocols for managing
these events.
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Completed suicide refers to death from self-inflicted injury where there is evidence that the decedent
intended to kill himself/herself. On U.S. death certificates, this is coded as E950 through E959 in
the International Classification of Disease-9th Revision (World Health Organization, 1977). Suicide
attempt refers to a behavior with a nonfatal outcome, for which there is evidence (either explicit or
implicit) that the person intended at some (nonzero) level to kill himself/herself. A suicide attempt
may or may not result in injuries. Suicidal ideation refers to any self-reported thoughts of engaging in
suicide-related behavior. Some investigators also consider thoughts that are less explicit in terms of
wanting to take one's life (wanting to be dead, not wanting to awake) as indications of "passive'" sui-
cide ideation.

Scope: This document applies to all intervention studies where reduction in suicidality is a primary
or secondary outcome and to intervention studies aimed at reducing symptomatology and associated
disability in disorders known to be associated with an increased risk of suicidality.

Need: Despite the public health and personal burden associated with suicidality, the empirically
validated knowledge base is limited. Clinical wisdom and empirical evidence have minimal overlap
when it comes to intervention with persons at high risk for suicidality. Interventions such as "no sui-
cide contracts" or hospitalization have little or no evidence to support their effectiveness in reducing
suicide risk over time. Moreover, suicidal behaviors, in particular completed and attempted suicide,
are relatively rare phenomena, and few studies have been adequately designed with sufficient power
to determine the efficacy of interventions. It is often assumed that if treatments are effective for non-
suicidal persons with certain mental disorders, such treatments should be effective in reducing sui-
cidal behavior among persons with the particular disorder as well. There is little evidence in support
of this. Persons at high risk for suicide are often excluded from clinical trials: most treatment trials
of individuals with mental disorders have excluded those with a history of suicide attempts, as well
as those perceived to be at current or future risk for suicide. A common rationale offered for these
exclusions was that the potential risks for the study participants exceeded benefits of the treatment
offered, and that the capability of the investigators and the design of the treatments were not adequate
for monitoring and treating suicidal crises. Although NIMH and the American Foundation for Suicide
Prevention have recently funded a number of interventions focused on reducing suicidal behaviors per
se, perceived liability risks to investigators and/or sponsors of research continue to limit research ef-
forts in this area.

Consultation: In developing this statement, NIMH obtained input from NIH staff, Office for Human
Research Protections (OHRP) staff, and individuals with expertise in clinical research with persons at
high risk for suicidality, bioethics, and legal issues pertaining to liability risks with suicidal study par-
ticipants. Additional input is currently being sought from representatives from the National Advisory
Mental Health Council, professional and lay advocacy organizations, Institutional Review Board (IRB)
and Data and Safety Monitoring Board (DSMB) members, and former research participants. This
document is not intended to be exhaustive with regard to all ethical, legal or safety issues relevant to
suicide prevention research, nor was it intended to serve as practice guidelines for any particular pro-
fession. Although NIH and OHRP staff have reviewed this discussion and have provided consultation,
this document does not necessarily represent the views of NIH or the OHRP. (For further informa-
tion about broader human research protection efforts, see the OHRP web page, http://www.hhs.gov/
ohrp/qi/).

Relevant Policy Documents: This document builds upon all active Federal regulations and policies
for support of human research. These regulations and policies include, but are not limited to, the fol-

lowing:
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Code of Federal Regulations, Title 45, Part 46, Protection of Human Subjects
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm

Data and Safety Monitoring for Phase I and Phase II Trials
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-00-038.html

Interim—Research Involving Individuals with Questionable Capacity to Consent: Points to Consider
http://grants.nih.gov/grants/policy/questionablecapacity.htm

I. Background
I.A. Current Federal Initiatives

The critical need for effective treatments to reduce suicidality has been recently highlighted by the
Surgeon General's Call to Action to Prevent Suicide (see http://www.surgeongeneral.gov/library/
calltoaction/calltoaction.htm) issued in July 1999 and the Surgeon General's Report on Mental Health
issued later that year (http://www.surgeongeneral.gov/library/mentalhealth).

Recent reviews of treatments for suicidality found surprisingly limited research on the topic and few
effective treatments (Hawton et al., 1998, Linehan, 1997; Rudd, 2000). Several of the 20 or so studies
designed to specifically reduce suicidal behavior appeared promising, with several demonstrating
reductions in self-harming behavior. However, most of these studies did not have sufficient power
to determine their effectiveness. The number of studies designed to treat disorders that have also
examined changes in suicidality or rates of suicide deaths as part of broader outcome assessments is
also very limited. This may be due to the fact that study participants at high risk for suicidality were
excluded from these trials. Linehan (1997) has noted that among the more effective treatment studies
for suicidality, those that included study participants with more severe suicidality showed a trend for
stronger treatment effects. Some treatment studies (not specifically designed to reduce suicidal be-
havior) have suggested that certain medications may be useful in reducing suicidal behavior for per-
sons with depression, bipolar illness, or schizophrenia (Baldessarini, et al., 1999; Beasley, et al., 1991,
Letizia, et al., 1996; Meltzer & Okayli, 1995).

NIMH has responded to this limited information by placing a high priority on program development
efforts to increase research on treatment for persons at risk for suicidality. Recognizing that inclusion
of suicidal individuals presents unique challenges to clinical trials, NIMH has supported the develop-
ment of this paper to consider safety and operational issues. NIMH hopes to see reducing untreated
suicidality and hopelessness experienced by a significant proportion of persons with mental disorders
become major foci for new research.

NIMH is also expanding its research portfolio to include more representative samples in clinical trials
and to develop assessments of longer-term functional outcomes. This translates into broader inclusion
criteria that allow for more comorbid conditions, and often more severe levels of illness (see Norquist
et al., http://journals.apa.org/prevention/volume2/pre0020001a.html). Such efforts are likely to in-
crease the numbers of research participants who have been, or will become suicidal.

The desperate need for empirically based treatments for more representative study participant

groups, including those who are suicidal, comes at a time when research involving persons with
mental disorders is receiving additional scrutiny. The recent President's National Bioethics Advisory
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Commission (NBAC) report, Research Involving Person with Mental Disorders that May Affect Decision-
making Capacity did not address the issue of suicidality explicitly but did raise many concerns about
researcher's approaches to ensuring that individuals with mental disorders are adequately informed
about risks and benefits of research studies, and alternative available treatments. An additional chal-
lenge facing clinical trial researchers seeking federal funding is the NIH guideline that requires inclu-
sion of children and adolescents in clinical research unless there is good justification for not doing so
(see http://www.nih.gov/grants/guide/notice-files/not98-024.html).

Taken together, the research and safety challenges, along with new initiatives to test treatments with
high risk study participants, require clinical trial researchers to carefully consider implications for
consent, monitoring of study participant status, and risk management. In addition to investigators,
IRB members, and DSMB members need to be aware of these issues. Testing treatments for suicidal
study participants is high-risk research, and efforts are needed to protect the research participants,
researchers, and the institutions willing to conduct this research. The purpose of this paper is to con-
sider approaches to protect research participants who are suicidal in clinical trials, while at the same
time advancing critically needed research on effective interventions for these individuals.

I.B. Consideration of Safety Efforts in Tandem with Research Evidence

As with all research studies, meeting ethical and legal requirements for informed consent and safety
guidelines requires interpretation of available evidence regarding effective treatments and estima-
tions of standards of care. If new research evidence finds effective treatments that reduce suicidality,
the incorporation of that knowledge into risk management protocols can protect participants from
known risks, and can also help inform general clinical care. That is, the utility of research findings
and procedures used to minimize risk can have positive implications for improving clinical practice
and its ethics. Persons at risk for suicidality face an elevated risk of death in their everyday lives. The
importance of research or practice efforts to reduce such risks cannot be overstated.

Legal, ethical and safety approaches will be limited to current understanding of effective treatments
for reducing suicidality. Data and Safety Monitoring Boards, through their oversight of interventions,
can facilitate increased knowledge of treatments early in the research process. For example, early
or interim analyses of study effects may indicate new information about treatment effectiveness for
suicidality and safety, and result in study modification or termination of the study. Because we hope
that the research evidence for decreasing suicidality will be increasing soon, we expect that the rec-
ommendations suggested here will require modification as more information on effective treatments
becomes available. Risks and benefits of various treatment conditions will change as more information
on effective treatments become available.

|.C. Factors Associated with Increased Risk for Suicidal Behavior

No study examining putative risk factors for suicide has been able to adequately predict who will com-
plete suicide (e.g., Porkorny, 1983). For this reason, most research examining "risk factors' associ-
ated with suicide are based on correlational studies (Linehan, 1999; Moscicki, 1999). Psychological
autopsy studies of adults who have died by suicide indicate that mental and/or substance abuse disor-
ders, including personality disorders, were present in at least 90 percent of decedents. Among young
and middle-aged adults, previous suicide attempts, impulsive or aggressive tendencies, and stressful
life events involving losses in financial, work or social areas are common risk factors; while for older
suicides, a late onset of depression is most common (Conwell & Brent, 1995). Common risk factors in
youth include prior suicide attempt, symptoms of a mood disorder, substance abuse that was frequent-
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ly comorbid with a mood disorder (Shaffer & Craft, 1999), parental depression (Brent, Bridge, John-
son, & Connolly, 1996), and stressful life events (Brent, et al. 1993). With regard to risk for suicide
attempts, risk factors for suicide completion, as well as comorbid personality disorders, particularly
cluster B disorders (borderline, antisocial, histrionic), have been suggested (Brent & Poling, 1997).
Risk factors for attempted suicide among youth include the same risk factors for completed suicide in
youth, as well as a history of physical and sexual abuse (Fergusson et al., 1996; Kaplan et al., 1997).
Homosexuality has also been shown to be correlated with suicide attempts among youth (Fergusson,
Horwood, & Beautrais, 1999).

These factors should form the basis for approaches to risk assessment in all appropriate clinical tri-
als. Researchers need to carefully define and estimate the frequency of suicidality likely to be seen in
their study participants enrolling in clinical trials. Assessment of risk for suicidality is an ongoing pro-
cess, and some populations are more likely to have repeated suicidal ideation or behavior at frequent
intervals. As described below, it is important to estimate, plan to treat, and inform study participants
of these estimates and procedures.

I1. Design Considerations
Il.A. Treatment Comparison Conditions

Risks and benefits to consider for various treatment comparison conditions will vary as a function of
the study purpose. For studies focused on reducing suicidality among research participants per se,
the choice of comparator is critical. Many treatments aimed at reducing suicidality will be compared
to the standard of care in the community, with the addition of increased monitoring of suicidality
in the control or comparison groups. Increased monitoring may offer a level of enhanced care, and
in that sense, community standards of treatment plus monitoring could be considered an enhanced
treatment as well. Although enhanced treatment as usual as a comparison condition could be seen to
possess undesirable risk, the lack of empirically supported interventions for suicidal persons may jus-
tify this design approach.

Risk benefit considerations will be different for studies in which suicidal participants will be enrolled,
but where suicidality is not the focus of treatment. In these, treatment comparison conditions will
have to involve approaches designed to address the illness, as well as reduce the suicidality. For these
studies, there are likely a number of alternative, active treatments to consider as comparison condi-
tions beyond treatment as usual. For studies aimed at reducing suicide risk per se, as well as stud-
ies focused on treating suicidality as part of an intervention focused on a mental or substance abuse
disorder, investigators should consider whether increased monitoring of suicidality in all arms of the
study may work to reduce the power to detect effects of the active treatment. Much of the early inter-
vention research on reducing suicidality had inadequate statistical power to detect differences among
treatment groups. Treatment trial designs must be scientifically sound in order to produce meaning-
ful results, otherwise benefits based on improved knowledge about these issues cannot reasonably be
expected.

I1.B. Treatment Commensurate with Study participant Risk Status
Treatment trial protocols with participants who are or may become suicidal should include provisions

for managing serious suicide attempts and facilitating greater intensity of care, such as day treatment
or inpatient hospitalization. Increased intensity of care is likely to be a part of the treatment protocol
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in studies focused on reducing suicidality per se. For studies focused on treating mental or substance
abuse disorders where suicidality is expected to be less frequent, a risk management protocol appro-
priate for the expected frequency of suicidality should be operationalized. In working with their In-
stitutional Review Board (IRB) and Data and Safety Monitoring Board (DSMB), investigators should
describe how likely serious attempts are to occur, how frequent inpatient hospitalization may be, and
their protocols for these procedures. Since an emergency room visit or hospitalization does not guar-
antee that suicidal behavior will be avoided, investigators need to inform IRBs of how serious suicide
attempts will be managed (e.g., individualized treatment in either an inpatient hospital or intensive
outpatient setting).

Il.C. Points to Consider in Planning an Intervention Trial
with Suicidal Study Participants

1. Identify specific inclusion criteria and their measurement with regard to suicidality. Examples in-
clude: high levels of suicidal ideation as measured by a valid self-report scale; history of a near lethal
suicide attempt as rated by an interview and lethality scale. Exclusion criteria, including those rel-
evant to suicidality, should also be specified.

2. Specify the criteria for withdrawal from the treatment trial with regard to increased suicidality,
increased related symptoms, lack of treatment response, and treatment side effects, and what alterna-
tive treatment or referral will be offered. The risks and benefits of withdrawing a study participant
who attempts suicide from the study should be articulated.

3. Consider and establish criteria for hospitalization, where the hospitalization should take place, and
procedures within the hospital that provide additional safety.

4. Describe procedures in the protocol for managing increases in suicidality, and how research staff
is trained and available to provide such clinical management.

5. Have a procedure for emergency coverage that is clearly understood by the clinical research staff,
study participants and families. Consider providing a written document describing this coverage.

6. As part of the consent process, consider having explicit discussion with relevant family members,
guardians, or friends that includes the risks inherent when study participants are suicidal (risk of
death, side effects of treatments); the procedures for handling increases in suicidality; the criteria for
withdrawal from the study; the risks and benefits of the treatment and control conditions offered, and
the limits of confidentiality. Investigators may want to consider having family members, guardians or
friends as participants in the research study. Family members or friends' roles in the treatment should
be clear and understood by both the study participant and family members.

7. Consider and identify the limits to confidentiality with respect to suicidality, as well as other cir-
cumstances. Communicate these limits to the study participants; in particular inform them that con-
fidentiality will not be maintained if they are in imminent risk. Any additional limits to confidentiality

for minors should be clear to them, and their parents or guardians.

8. Consider the impact of suicidality on the study participants' capacity to give informed consent. De-
velop additional procedures to ensure protection of study participants' rights, if needed.

9. Determine whether additional safeguards are needed to ensure the safety of the study participants.

35



This includes procedures available to individual study participants, such as study participant advo-
cates, or those relevant to the overall conduct of the study, such as a Data Safety Monitoring Board.

10. Consider situations in which a trial would be terminated prematurely. A Data Safety and Monitor-
ing Board may independently review the trial's progress and relevant safety concerns, and address
"stopping rules."

III. Monitoring and Risk Management Protocols.
lll.A. Risk Management Protocols

All trials that explicitly recruit suicidal persons should establish a risk management protocol prior
to initiating recruitment into the study. "Risk management protocol" describes the steps to be taken
with life-threatening situations or with significant deterioration in clinical status (see Brown, Bruce &
Pearson, in press, for an example). The risk management protocol identifies the signs, symptoms or
conditions indicative of meaningful change in risk, establishes procedures for the documentation of
this change and presents decision rules or algorithms for crisis intervention. This could result in the
study participant's removal from the study. Criteria for withdrawal from the study should be explicit,
including plans for additional or alternative treatment. This may or may not need to be reported as an
adverse event, depending on the study (see NIH policy on reporting adverse events at http://grants.
nih.gov/grants/guide/notice-files/not99-107.html, which is now relevant to single site clinical trials:
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-00-038.html).

While empirically validated instruments can aide in the judgment of risk status, the decision to shift
into a risk management protocol is best left to the clinical judgment offered by adequately trained and
experienced clinicians. NIMH encourages the development of improved operationalization of this
approach, and its inclusion for review by their IRB, scientific review, and by the DSMB. Risk manage-
ment could include use of multiple thresholds in screening and monitoring. If these measures are
administered by persons with little clinical experience, supervision should be established to assure
timely and appropriate action. Beyond screening, the next level of risk evaluation should include the
systematic recording of clinicians' concerns. Review of existing research can assist researchers in
deciding the detection/specification area of assessment, as well as more in-depth assessment of sui-
cidality or such protective factors as reasons for living. Investigators may also wish to consider other
approaches to additional safeguards. NIH has proposed options for additional safeguards for research
involving increasing risk and/or participants with impairment, such as the use of an independent
monitor (see http://grants.nih.gov/grants/policy/questionablecapacity.htm).

With regard to a risk management protocol for persons who become suicidal, Linehan (1999) has
proposed detailed steps for assessing and treating suicidal behavior. Actions recommended include
the identification of the study participant's access to means of suicide. In an acute situation, the study
participant should not be left alone until risk is further evaluated. When appropriate, family members
should be informed of the urgency of limiting access to any means of suicide (firearm, medications).
A third action is to maintain or increase contact and treatment and support intensity when suicide risk
is imminent and high.

It is often recommended that clinicians develop a "no-suicide contract" to minimize risk for suicidality.

Although there is no empirical evidence that such contracts reduce risk for suicidal behavior (or liabil-
ity risk for therapists), the components of a contract are consistent with recommended treatments for
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suicidal patients and include: a) providing the opportunity for both research participant and therapist
to commit to actions that decrease suicidality, and not being ambivalent about this goal; b) defining
the thoughts and behaviors that precede suicidal behaviors, as well as defining the suicidal thoughts
and behaviors themselves, which may help the research participant and his or her support network to
better monitor downward trends; c) identify possible steps to take to reduce these thoughts and be-
haviors; d) informing the research participant and his/her support network how to access crisis care,
including the treating professional. Some groups using cognitive-behavioral approaches in treatment
have recommended that, along with the steps described above, therapists consider with the patients
likely scenarios of when suicide risk will increase again, and rehearse strategies and develop alterna-
tive reactions and behaviors more appropriate and effective than becoming suicidal (Beck & Brown,
1999; Brent & Poling, 1997).

lll.B. Increased Monitoring and Supervision

The frequency of clinical monitoring of suicidality is determined by the level of risk of research par-
ticipants. Some people are persistently suicidal. Others may become suicidal only sporadically. Provi-
sion for planned, routine monitoring is a necessary step to ensure early identification of distress and
appropriate crisis intervention.

The quality of data gathered on suicidal states needs to be monitored and evaluated in a timely man-
ner by appropriately trained and supervised personnel. Enhanced monitoring can also address other
safety aspects of treatment trials with persons at high risk for suicidal behavior, including treatment
side effects, lack of treatment response, or an increase in related symptoms. NIMH has recently re-
quested that intervention studies focused on reducing suicidality per se establish a data monitoring
system, specifically a Data and Safety Monitoring Board (DSMB) that reports to the Institute and the
investigator's IRB as a way of increasing safety through monitoring. In the case of multi-site trials, the
DSMB can serve as the central point for reporting adverse events. OHRP notes that for multicenter
trials for which there is a DSMB, "IRBs conducting continuing review of research may rely on a cur-
rent statement from the DSMB indicating that it has reviewed study-wide adverse events, interim
findings, and any recent literature that may be relevant to the research, in lieu of requiring that this
information be submitted directly to the IRB. Of course, the IRB must still receive and review reports
of local, on-site unanticipated problems involving risks to subjects or others and any other information
needed to ensure that its continuing review is substantive and meaningful." (for the full text of this
guidance, see.

Depending on the level of risk of lethality likely to be seen among research participants in a study,
the investigator may want to work with their IRB and DSMB to determine the frequency and level
of severity of suicidality for which reports of events will be provided. For example, if the rate of self-
harming behavior is anticipated to be high, and treatment protocols are designed to manage such
high rates, a periodic report may be sufficient to keep the IRB and NIMH informed. It is critical
that the clinical research staff have sufficient expertise and experience with high-risk study partici-
pants in order to minimize false positive reporting of adverse effects (e.g., reporting suicide ideation
without imminent plans or risk). Incorporating measures with sufficient validity and specificity in
protocols, follow-up procedures to further determine risk, along with the clinical judgment of experi-
enced and competent staff, can be used to minimize false positive reports of adverse events. It is the
responsibility of the investigators to know the adverse events reporting requirements for their state
and/or institution, as well as follow-up procedures. For example, some institutions request that clini-
cal researchers not directly involved in the trial be consulted with regard to retaining or withdrawing
a study participant from the study when an adverse event occurs. NIH policy regarding the reporting
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of adverse events can be found at the following web site: http://grants.nih.gov/grants/guide/notice-
files/not99-107.html Specific NIMH policy on adverse events monitoring in clinical trials is being
finalized, and will be consistent with the NIH policy cited above.

I1l.C. Research Clinician Competencies

Initial review groups assess whether investigators and their research teams have the clinical training,
capacity and expertise to perform the scientific work of the study. In research involving suicidal per-
sons, this should include a description of the relevant qualifications of personnel who will be working
with study participants who are likely to become suicidal. Prior to initiating the treatment protocol,
potential treaters of persons at risk for suicidal behavior need to be conversant in both the approaches
and steps to take when a research participant reports having suicidal thoughts and/or is planning to
engage in suicidal behavior. Research teams should be adequately trained to minimize their ambiva-
lence, fear, or confusion about gathering information about, and acting on treatment plans to reduce
or prevent suicidality.

Investigators should have plans in place for evaluating, treating, and/or referral of individuals who are
in a suicidal crisis or other emergency. This includes consideration of how to manage or refer potential
research participants if imminent risk for suicidal behavior is detected during study recruitment, prior
to consent. Voluntary or involuntary inpatient hospitalization requires knowledge of insurance plans,
state laws, professional access to facilities and procedures. All professionals involved in the treatment
study should be well versed under what circumstances such steps are to be taken, and understand the
legal ramifications of these actions for individual participants, such as breaking confidentiality and
involuntary commitment, and the potential involvement of other agencies and entities (e.g., protective
services). Research participants, and if appropriate, family members, need to be informed of these
potential actions and consequences.

In the event of a suicide by a research participant, investigators should follow their institution or treat-
ment facility policies on critical incident or sentinel event review, staff debriefing and procedures for
informing family members, as well as providing clinical referrals to family members. Investigators
are also encouraged to have in place plans for helping staff review and debrief around the events and
interactions pertaining to the study participant to address distress among research team members.

lll.D. Legal Risks to Investigators and Institutions Conducting Research
with Persons at High Risk for Suicidal Behavior

Practitioners and insurance companies have suggested a number of ways to conduct treatment with
suicidal patients to reduce liability claims (e.g., Gutheil,1999; American Professional Agency, 2000).
Many of these recommendations include adequate suicide risk assessment, monitoring and documen-
tation, and informing family members of the status of the suicidal patient. However, there is limited
case law to guide clinical researchers with regard to their liability in studies involving suicidal study
participants. In a review of case law pertaining to clinicians treating suicidal patients, an acceptable
standard of care requires an initial and periodic evaluation of suicide potential for all patients seen in
clinical practice (Bongar, 1991; Packman & Harris, 1998). If the diagnosis, treatment and surveillance
of a patient were seen as adequate, the practice of care is usually considered of sound judgment and
the clinician is typically not found liable. Practitioners are responsible for assessing risk for suicide,
and implementing a treatment plan to reduce or eliminate the risk. Assessment for elevated risk is not
the same as prediction. The courts typically recognize that the prediction of suicide is fraught with
uncertainty, and that if providers were considered completely responsible for patients' suicidal behav-
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iors, no health care provider would risk liability exposure to treat such patients, denying suicidal per-
sons necessary treatment. The majority of decisions in malpractice related to suicide deaths are cases
concerning inpatients, as hospitals and institutions appear to be held to a higher standard of care
since they are assumed to have greater control over the patient environment. Courts have held prac-
titioners or hospitals culpable in the following situations: when the a practitioner failed to investigate
previous psychiatric history and current mental state; when a treatment plan has been overlooked or
a practitioner has neglected evidence of suicidal tendencies; when a patient has been inadequately su-
pervised; when a patient is released from a hospital while acutely suicidal. Liability is less likely to be
found when a patient denies suicidal intent.

Clinical researchers conducting intervention trials with suicidal study participants should consult
their institution and/or facilities where the research will be conducted, to determine possible recom-
mendations for type and amount of professional liability insurance to be maintained for the research
team members.

IV. Checklist of Informed Consent Issues

For actively suicidal participants in treatment trials, it is particularly important to convey foreseeable
risks and reasonably expected benefits, alternatives to study participation such as individualized treat-
ment available outside the study, as well as the limits of confidentiality. Because there has been so
little systematic investigation of effective treatments for reducing suicidal behavior, the description of
risks and benefits of research on this topic are relatively straightforward, compared to studies where
a number of effective treatments exist. Most clinical trials that test treatments aimed at reducing sui-
cidal behavior will reflect the research evidence and inform participants that there are no treatments
proven to effectively reduce suicidal behavior per se. However, investigators should consider inform-
ing potential participants what might be standard practice for treating their condition. For example, if
patients with depression and suicidality are usually treated with an SSRI and/or psychotherapy, then
potential participants should be informed about this, even though such a combination has not been
"proven' to be successful in reducing suicidal behavior. Best estimates of success rates for depression
treatment should be conveyed, along with information about suicide risk associated with untreated
depression.

Increased monitoring will also influence the likelihood that other parties may be informed of study
protocols and actions, as in the case of reporting adverse events to an IRB or DSMB. Such reporting
requirements should be noted on the consent document. Informing research participants and their
families that this level of oversight is taking place may also be reassuring to them and improve re-
cruitment and retention. Asking permission of participants to contact and inform a third party of their
research participation, and solicit input from them, is an important way of increasing monitoring. Con-
sent documents should include information for participants and designated third parties on how to
contact a professional for assistance in emergencies and/or how to contact someone on the research
team at any time (i.e., 24 hour availability). Investigators are encouraged to develop an informed con-
sent process that is thorough, yet understandable.

The following checklist suggests specific issues investigators may want to consider addressing in
consent for intervention studies involving study participants at high risk for suicidality. Each of the
categories listed below are usually contained in consent forms for research. We have indicated under
each category issues that may be specific to research with suicidal persons. Format and content for
consent forms will vary across institutions.
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INFORMATION ON THE RESEARCH STUDY

1. PURPOSE

This section should succinctly describe the main purpose of the study, and why it is necessary to
include people at risk for suicidality. The hypotheses of the study should be clearly stated, including
whether certain interventions are expected to reduce suicidality.

2. RESEARCH PARTICIPANTS

This section should describe the characteristics of the research participants, including age range,
possible clinical characteristics (e.g., a mental disorder with increased risk for suicidality; a recent
suicide attempt), or the service setting that characterizes why they are being sought (e.g. consecutive
patients seen in an emergency room for a suicide attempt). Investigators may consider describing par-
ticular inclusion and exclusion criteria in this section. For example, if potential research participants
are likely to be imminently suicidal at enrollment, investigators may wish to indicate that a number of
factors will be used as part of an initial evaluation to determine whether enrollment in the study is ap-
propriate at that time.

3. FREE CHOICE TO JOIN OR TO TERMINATE PARTICIPATION

This issue can be complicated when potential research participants are psychiatric inpatients on
locked or open units as might be the case if a protocol involves enrolling persons who are actively
suicidal or patients who had recently attempted suicide. Although inpatient units and the psychiatric
emergency room are likely places to find such persons, it is important to be able to justify that persons
in the unit are an appropriate sample, and not just a convenient sample. While being on a locked unit
does not necessarily preclude a voluntary choice to refuse or agree to participate in research, extra
care should be taken to ensure that recruitment is not tainted by coercion or undue inducement. IRBs
will want to assure that potential research participants understand that their current status and their
receipt of appropriate treatment does not depend on research participation, and that there is no loss
of benefits for nonparticipation. Similarly, if research participants have been involuntarily committed
to treatment due to their imminent suicidal or homicidal status, voluntary choice with regard to re-
search participation, and access to treatment must be clarified. Many IRBs will not allow involuntary
patients to participate. Others may invoke subpart C of the Code of Federal Regulations, Title 45, Part
46, Protection of Human Subjects, for prisoners, to provide additional protections. IRBs are also likely
to inquire whether patients in this category (e.g., inpatient suicidal committed patients) are likely to
benefit from the knowledge to be gained.

4. STUDY PROTOCOL AND EXPLANATION OF PROCEDURES

The rationale for increased monitoring for suicidal behavior should be described.

5. ALTERNATIVE TREATMENTS

For studies focused on reducing suicidality per se, most alternative treatments will be limited with
regard to their known effectiveness for decreasing suicidality. Investigators may want to indicate that

the best way of treating suicidality is not known, although treatments that are routinely used may be
effective.
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For studies focused on treating mental or substance abuse disorders and associated suicidality, alter-
native treatments that have shown effectiveness in the treatment of the disorder that are relevant to
the study population should be described as such.

If one of the treatments being studied is determined effective in reducing suicidality, that treatment
could be offered to the research participant at the end of the study, with no cost for a reasonable dura-
tion, if they were assigned to the treatment shown to be ineffective.

6. FOLLOW-UP CARE

For study participants perceived to be at increased risk for suicidality at the end of the study, appropri-
ate referrals should be provided to the study participant, and family members if appropriate. Study
participants should be informed that in the case of imminent suicidality, research staff may need to
limit confidentiality in order to obtain appropriate care for the individual.

7. RISKS, DISCOMFORTS AND INCONVENIENCES OF THE RESEARCH,
AND MEASURES TO BE TAKEN TO MINIMIZE THEM

Statements about steps that will be taken to monitor suicide risks, as well as the possible use of risk
management protocols, should be described. Risks associated with the treatments provided should be
articulated (e.g., side effects of medications). The consequences of ineffective treatment, such as con-
tinued risk for suicidality, continuing depression, and negative effects on social, educational, or work
outcomes should be described.

8. WITHDRAWAL FROM THE STUDY

The risks and benefits of being withdrawn from the study, whether initiated by the investigator, or
initiated by the participant, should be considered and discussed with the IRB. Investigators should
describe what will happen if the participant wishes to withdraw from the study. Participants should
be informed of steps that will be taken to determine if they are at high risk for suicidal behavior, and
what treatment or referral will be provided if needed. Potential limits to confidentiality at the time of
the study participant's withdrawal should be explained.

Consents should note that the investigators may need to withdraw the participant from the study, and
the criteria for such. These may include withdrawal from the intervention trial due to increased sui-
cidality, increased related symptoms, lack of treatment response, or treatment side effects. Alternative
treatments or referrals to be offered should be specified.

9. MEASURES TO PRESERVE CONFIDENTIALITY OF THE INFORMATION COLLECTED,
PRIVACY OF THE SUBJECT, AND LIMITS TO CONFIDENTIALITY

Identify the limits to confidentiality with respect to suicidality, as well as other circumstances, such as
referral to appropriate care when the research participant wishes to withdraw from the study, or if the
investigators withdraw a participant from the study. Investigators and research participants may want
to jointly develop procedures for contacting third parties under various circumstances to maintain
confidentiality as well as safety (e.g., contact a family member before contacting law enforcement).
Such limitations of confidentiality should be clear to both the participant and research team. Investi-
gators may also wish to emphasize that confidentiality will not be maintained if they are in imminent
risk. Any additional limits to confidentiality for minors should be clear to them, and their parents or
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guardians.

10. EXPECTED DIRECT BENEFITS TO THE RESEARCH SUBJECTS

The anticipated direct benefits of treatment and monitoring in reducing suicidality can be described
in this section. The possibility that the study participant will not benefit from the treatments studied
should also be stated.

11. EXPECTED INDIRECT BENEFITS TO OTHERS

The type of information from the study expected to improve understanding of effective interventions
for suicidal persons is stated here. The likelihood that the improved understanding will guide the
clinical practice of mental health professionals and inform further research on interventions to reduce
suicidality can also be described.

12. MANAGEMENT OF ANY PHYSICAL INJURY

Persons who are research participants, and attempt suicide, may incur physical injury. The institu-
tion's plans for provision of acute treatment related to suicidal behavior injury, injury related to the
study treatment, and injury unrelated to suicide intent or study treatments, should be clarified. Avail-
ability (or lack thereof) of long term treatment or other compensation should also be noted in the con-
sent document.

13. PAYMENTS TO THE SUBJECT FOR PARTICIPATING IN THE STUDY

Payments should not be considered a benefit to be balanced against research risks. It is important for
investigators to avoid undue inducement to be in a study with an inactive treatment where the partici-
pant may be asked to delay the opportunity to receive individualized treatment.

14. COSTS TO THE SUBJECT OR SUBJECTS' HEALTH INSURANCE CARRIER
RESULTING FROM PARTICIPATION IN THE STUDY

Investigators should be aware of research participants' insurance carrier policies with regard to cov-
erage for treatments of suicidal behavior. Participants should know whether their insurance will be
billed and how this may affect future coverage.

15. HOW TO LEARN MORE ABOUT THE STUDY OR RAISE CONCERNS, & WHO TO ASK

(no special issues)

16. DOCUMENTATION OF CONSENT

If family members or other designated third parties are not directly involved in the intervention study,
investigators may want to consider a policy of informing them of the research participant's consent,

and provide them with the same information provided to the participant regarding who to contact, and
how, in the face of an emergency or crisis situation.

42



References:

American Professional Agency, Inc. (2000). Insight: Safeguarding Psychologists Against Liability
Risks. Amityville, NY.

Baldessarini R], Tondo L, & Hennen J. (1999). Effects of lithium treatment and its discontinuation on
suicidal behavior in bipolar manic-depressive disorders. Journal of Clinical Psychiatry, 60 (suppl 2),
77-84.

Beasley CM Jr., Dornseif BE, Bosomworth JC, Sayler ME, Rampey AH Jr., Heiligenstein JH, Thomp-
son VL, Murphy DJ, & Masica DN. (1991). Fluoxetine and suicide: a meta-analysis of controlled trials
of treatment for depression. British Medical Journal, 21, 685-92.

Beck AT, & Brown G. (1999). Manual for treating suicide attempters. Unpublished manuscript.

Bongar B. (1991). The suicidal patient: Clinical and legal standards of care. Washington, D.C.: Ameri-
can Psychological Association.

Brent DA, Bridge J, Johnson BA, & Connolly J. (1996). Suicidal behavior runs in families: a controlled
family study of adolescent suicide victims. Archives of General Psychiatry, 53, 1145-1152.

Brent DA, Perper JA, Moritz G, Baugher M, Roth C, Balach L, & Schweers J. (1993). Stressful life
events, psychopathology, and adolescent suicide: a case control study. Suicide & Life Threatening Be-
havior, 23, 179-87.

Brent DA & Poling K. (1997). Cognitive Therapy Treatment Manual for Depressed and Suicidal Youth.
University of Pittsburgh, Services for Teens at Risk (STAR-Center), Pittsburgh, PA.

Brown GK, Bruce ML, & Pearson JL. (in press). High-risk management guidelines for elderly suicidal
patients in primary care settings.International Journal of Geriatric Psychiatry.

Conwell Y. & Brent D. (1995). Suicide and aging I: Patterns of psychiatric diagnosis. International
Psychogeriatrics, 7, 149-181.

Fergusson DM, Horwood LJ, & Beautrais AL. (1999). Is sexual orientation related to mental health
problems and suicidality in young people? Archives of General Psychiatry, 56, 876-880.

Fergusson DM, Horwood L], & Lynskey MT. (1996). Childhood sexual abuse and psychiatric disor-
der in young adulthood, II: psychiatric outcomes of childhood sexual abuse. Journal of the American
Academy of Child and Adolescent Psychiatry, 35, 1365-1374.

Guthiel TG. (1999). Liability issues and liability prevention in suicide. In D.G. Jacobs (Ed.). The Har-
vard Medical School Guide to Suicidal Assessment and Interventions (pp. 561-578). San Francisco,
Jossey-Bass.

Hawton K, Arensman E, Townsend E, Bremner S, Feldman E, Goldney R, Gunnell D, Hazell P, van
Heeringen K, House A, Owens D, Sakinofsky I, & Traskman-Bendz L. (1998). Deliberate self-harm:
systematic review of efficacy of psychosocial and pharmacological treatments in preventing repetition.
British Medical Journal, 317, 441-447.

43



Hoyert DL, Kochanek KD, Murphy SL. (1999). Deaths: Final data for 1997. National Vital Statistics
Report 47(19). Hyattsville, MD: National Center for Health Statistics. DHHS Publication No. (PHS)
99-1120.

Human Subject Protection Regulations, Code of Federal Regulations, Title 45, Part 46, Protection of
Human Subjects. http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm

Kaplan SJ, Pelcovitz D, Salzinger S, Mandel F, & Weiner M. (1997). Adolescent physical abuse and
suicide attempts. Journal of the American Academy of Child and Adolescent Psychiatry, 36, 799-808.

Letizia C, Kapik B, & Flanders WD. (1996). Suicidal risk during controlled clinical investigations of
fluvoxamine. Journal of Clinical Psychiatry, 57, 415-421.

Linehan MM. (1997). Behavioral treatments of suicidal behaviors: Definitional obfuscation and treat-
ment outcomes. Annals of the New York Academy of Sciences, 836, 302-328.

Linehan MM. (1999). Standard protocol for assessing and treating suicidal behaviors for patients in
treatment. In D.G. Jacobs (Ed.). The Harvard Medical School Guide to Suicidal Assessment and Inter-
ventions (pp. 146-187). San Francisco, Jossey-Bass.

Meltzer HY, & Okalyli G. (1995). Reduction of suicidality during clozapine treatment of neuroleptic-
resistant schizophrenia: Impact on risk-benefit assessment. American Journal of Psychiatry, 152, 183-
190.

Moscicki EK. (1999). Epidemiology of suicide. In D. Jacobs (ed.), The Harvard Medical School guide
to suicide assessment and intervention (pp. 40-71). San Francisco: Jossey-Bass.

Packman WL & Harris EA. (1998). Legal issues and risk management in suicidal patients. In B. Bon-
gar, A.L. Berman, RW. Maris, M.M. Silverman, E.A. Harris, & W.L. Packman (Eds.), Risk Manage-
ment with Suicidal Patients (pp.150-186). NY: Guilford Press.

Porkorny AD. (1983). Prediction of suicide in psychiatric patients. Archives of General Psychiatry, 40,
249-257.

Rudd MD. (2000). Integrating science into the practice of clinical suicidology: A review of the psycho-
therapy literature and research agenda for the future. In R.W. Maris, S.S. Cannetto, J.L.. McIntosh,
M.M. Silverman (Eds.), Review of Suicidology, 2000 (pp. 47-83). NY: Guilford Press.

Schaffer D, & Craft L. (1999). Methods of adolescent suicide prevention. Journal of Clinical Psychia-
try, 60 (suppl 2), 70-74.

World Health Organization (1977). International classification of diseases. Manual of the international
statistical classification of disease, injuries, and causes of death. 9th revision, Vol. 1. Geneva, Switzer-
land

44






HREBHENE

FAE, HRCE W TR ARSI s W TR A & L/t AR (BRIKERER) 2V A
AT b X 51 ooBh 5%, 201141 HBIfE, Kol - shRe e B3 2 281k, HA
DR REBE & (UMIN) #9014, K clinical.govic {60 (HARTHME I T
5L 0D) DEERINTWSD, AR THICET 550 ABFZE TIX2005E0:5 [HBRARE O 72
DOWIETIZE] MBS h, 2 DO KB ADFIE, Mk ADFZ7E (NOCOMIT-]) (Ono
Y, et al. 2008), B r ABFSE (ACTION-]) (Hirayasu Y, et al. 2009) 2EfIh, £oD
FERDOMENEICNDETATH b,

K E N RS PR M2 AT (National Institute of Mental Health, LA FNIMH) 1220014
., THBRBERANA Y A7 ZBHT 20 AMIETERTNERFHCEH T 2F5&] 21EK
Lz, AR ANA ) A2 ZEORBICKH LT, HETFA v TEDL S CHIETRETH
L, TE=RZVVITEVAI R =V AVIDFEH, A V7 x—2AFaAVEVYFDF =2
VAN EFEEINICABE DRI Twb, [F51E] ofFgR, #iMEEchLdn
T\ % (Pearson JL, et al. 2001), Z® [F5[Z | (AINIMHAEE L TEEI Pl
DEOABBRIFERARSTAR'DIC IS W THH S h, ZOMREGwHILELTEHMEIIT
W% (Nierenberg AA, et al. 2004),

A TE L, S ALEDOH VDT & BRFEIC IR R Icd OTRXH 55, H—IcHE
FTRETHLHOUL, RSN T 2/ZE~MEEE, D2tk VA7 xX%x7 49 b
DR TH D, WHREDOARMSK, ABKZE, ARG (suicidality) ~ORFIEO R,
KA« R REIR D A ABFFE D R E RIS TR ERMETH D L2555,

[F5& ] CTHHHRMINR VDR, BEER Y A7 O AEIECHAAND Z L &,
MABARTNZ LI DWTIIMAKR T HRERND 5, BH. NAPFRCEBELLDH Y A
7 DEWATRAAND Z LT DT, BEBIAY A7 O NZERSHEE I S
. BN O R ETRDGEDRL N, 122l AR ) A7 OTFHNTEHLWZ EQHIBR
THEY, THCE—EDBRAND S, T, TOXSRARMAAND Z L1k, WNGER
JORE T, HEFICE > THMIEDEITO Y A7 25 2Lt b, LasL, B
TICIDX S ERGEEEHMAANRTNEWS 2Lk, HREMNOD L AL TEDLS
AT HRENE WS RIREEIANDE 2 HFEC R T 2 ENTERNZ LK/ >TL
¥ 5, EHEic, WIS ARBERO AN A Y 27 e NE RS & Uicdr ARFZe I R & %

46



N EL 1L,

WD AMZEDFE RIS\ Tk, HRE~OMBAELRE, Zathcxt LTk z s
BLEN e h B, WHoefmBiiadt GEAVE CTERVIZEE) ~o M, MEEELZ RS
T X 2 AT & KFE. DFIE S AT oo iR IREABR o Bk, B E i o e =2V v 7 F—
2Lt =2 ) v 7R EH% (Data and Safety Monitoring Board) 72 £ H 5, HAILE
W CHERL R ZHREF(F 2 IRE ) 1L BB T H R EUBE 3 s B R A E B 2236 (ICH
International Conference on Harmonization) , 5.3 o [ PR 5 0 52 it 12 B 3~ % 2L HE (GCP:
Good Clinical Practice) 23MFAEL., ERIROFIE « B0 Ch I, THERMIECBET %M
PREREE ], [EEFpIc Bl 2 MmPEERET] F0b D, Tio, AARKMARE 21D [HRIKIC
B DM NI TN D, 2L, Wb ABRICK T2 AR CBHET %
I ED X5 Il 21T\, FHETRETH D0 EV SRtz L A ETg\,

A, CKEERFEMEMEL 2R (FDA) (I RE R O 4 T ORKEBIC R L T HBRE
MYVAZDA2 Y —=v 27—t TC-CASA (Columbia Classification Algorithm of
Suicide Assessment) DEAXFEHE ST THH, HADHBRTL T TREEAIN TN D,
F 72 ZoOREICES U C&E# 2 BME X hu(Hanson S, et al. 2010), 20 & # 30 (consensus
statement) L ENFEEL I (Meyer RE, et al. 2010a, Meyer RE, et al. 2010b), %A
i ML BT %,

HAIZIR W T ADIEIC IS T % BRER A ) A7 ZEOREIL, Zhabigmo T
LRETHAH S, 2o [F5&] OBRIBLOFERmO—I L IAUTFNTH D, ek, [F
51& ] ORRIERE AR EFAEE M E Gi T (B)) X virbhic,

ESTHEfh o fEBERIGE 2y XA — FI VALV —Y g F A AT 4 H LY X —

TR « AT Attt =
E=P O ZNER o)

47



(ZE LK)

Hirayasu Y, Kawanishi C, Yonemoto N, Ishizuka N, Okubo Y, Sakai A, Kishimoto T, Miyaoka H, Ot-
suka K, Kamijo Y, Matsuoka Y, Aruga T. (2009). A randomized controlled multicenter trial of post-
suicide attempt case management for the prevention of further attempts in Japan (ACTION-]). BMC
Public Health. 26;9:364.

Nierenberg AA, Trivedi MH, Ritz L, Burroughs D, Greist J, Sackeim H, Kornstein S, Schwartz T, Steg-
man D, Fava M, Wisniewski SR. (2004). Suicide risk management for the sequenced treatment alter-
natives to relieve depression study: applied NIMH guidelines. J Psychiatr Res. 38(6):583-9.

Meyer RE, Salzman C, Youngstrom EA, Clayton PJ, Goodwin FK, Mann JJ, Alphs LD, Broich K,
Goodman WK, Greden JF, Meltzer HY, Normand SL, Posner K, Shaffer D, Oquendo MA, Stanley B,
Trivedi MH, Turecki G, Beasley CM Jr, Beautrais AL, Bridge JA, Brown GK, Revicki DA, Ryan ND,
Sheehan DV. (2010). Suicidality and risk of suicide--definition, drug safety concerns, and a necessary
target for drug development: a consensus statement. J Clin Psychiatry. 71(8):el-e21.

Meyer RE, Salzman C, Youngstrom EA, Clayton PJ, Goodwin FK, Mann JJ, Alphs LD, Broich K,
Goodman WK, Greden JF, Meltzer HY, Normand SL, Posner K, Shaffer D, Oquendo MA, Stanley B,
Trivedi MH, Turecki G, Beasley CM Jr, Beautrais AL, Bridge JA, Brown GK, Revicki DA, Ryan ND,
Sheehan DV. (2010). Suicidality and risk of suicide--definition, drug safety concerns, and a necessary
target for drug development: a brief report. J Clin Psychiatry. 71(8):1040-6.

Ono Y, Awata S, Iida H, Ishida Y, Ishizuka N, Iwasa H, Kamei Y, Motohashi Y, Nakagawa A, Nakamura
J, Nishi N, Otsuka K, Oyama H, Sakai A, Sakai H, Suzuki Y, Tajima M, Tanaka E, Uda H, Yonemoto N,
Yotsumoto T, Watanabe N. (2008). A community intervention trial of multimodal suicide prevention
program in Japan: a novel multimodal community intervention program to prevent suicide and suicide
attempt in Japan, NOCOMIT-]J. BMC Public Health. 15;8:315.

Pearson JL, Stanley B, King CA, Fisher CB. (2001). Intervention research with persons at high risk
for suicidality: safety and ethical considerations. J Clin Psychiatry. 62 Suppl 25:17-26.

Posner K, Oquendo MA, Gould M, Stanley B, Davies M. (2007). Columbia Classification Algorithm
of Suicide Assessment (C-CASA): classification of suicidal events in the FDA's pediatric suicidal risk
analysis of antidepressants. Am J Psychiatry. 164(7):1035-43.

Sarah Hanson, Miriam Davis, Bruce Altevogt, Rapporteurs; Fourm on Neuroscience and Nervous

System Disorders. (2010). CNS Clinical Trials: Suicidality and Data collection: Workshop Summary.
The National Academic Press.

48






TR ST

p ZNER

(ENTRE B - PR BRI ZE v F— I VALV —vaF A ATy ALV E— (5
TR EWHEHRTE E2R)

19974, BEHEFRIAA 2 AN MBI RA B AR AR, 20084, W AFK
FBE PR A SR AL S R R A R B R e T, ENIIERE e 2 — )
P—F VTV b, KM PIRERN RIS BIR BT 5 B & R CBLUK. 20054
X0 THEMEDO D OEIEIIIE] BT 5, HPNLEEY: Wi,

HR TR e Yy 2—7 71 v No.8
HEMEII N A D A 7 F T 5 AWFFET
ZIEITREPHCH T 5 Fo X

FITEA R  PR234E 2 A28 0 WIS 1 MIZE T

& & OREENLEAVIERT
K RS R AR B SR
EN E I ZN =X
J& 17 JNIATBAE NENERS A« ARREBRIRIISE © v % — KSR ER DTSR

AR THiRARR LY % —

T187-8553  HIGUAR/N il HET 4-1-1

TEL 042-341-2712 PI##6300 FAX 042-346-1884
http://ikiru.ncnp.go.jp/ikiru-hp/index.html

FIR « BUA - pRoR e B s F R




MREEE w2 KANYROE<ERPIER (BT LR b KEESEHERE KHEEHEZEHERE  SHoEH< EiEE EHKEER D\ o— EERUERE TR-EEOREN N8 —

http://ikiru.ncnp.go.jp/ikiru-hp/index.html



