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social is untenable.’ Science is a social enterprise with
social implications, and social processes have
rationality—eg, in setting standards to evaluate success
and guide practice.*

To move beyond hierarchies and dichotomies between
science and society, and forge better relations, there
needs to be opportunities for diverse groups to share
their views so as to develop mutual understanding of
differing roles, ideas, and values*”**—for instance, bet-
ween journalists, scientists, business leaders, govern-
ment policymakers, health-service providers, patients,
and civil society organisations. Such communication
opportunities would help scientists understand the
perspectives of different groups and how better to
communicate with them, and vice versa. Better commu-
nication would also facilitate building networks and
“communities of practice”, which can be a powerful way
of integrating diverse perspectives and resources to meet
complex health challenges.** In conclusion, given the
ever-changing nature of both science and society,
health-research communication needs to be guided by
theoretical and empirical advances and kept relevant and
responsive through open and ongoing communication
opportunities in research, education, policy, and
programme processes.*’

*Shyama Kuruvilla, Nicholas Mays

Health Services Research Unit, Department of Public Health and
Policy, London School of Hygiene and Tropical Medicine, London
WC1E 7HT, UK

Shyama.Kuruvilla@lIshtm.ac.uk
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Research and clinical ethics after the tsunami: Sri Lanka

In late 2004, the Journal of Traumatic Stress published a
special section about the ethics of disaster research,
addressing ethical issues related to conducting research
after disasters and terrorist attacks, and based on a
meeting organised by The New York Academy of
Medicine and the US National Institute of Mental Health."
Four areas of critical importance to development,
evaluation, and conduct of research protocols after a
disaster were identified: decisional capacity of potential
participants, vulnerability of research participants, risks
and benefits of research participation, and informed
consent.” The participants at the meeting were mental
health professionals, trauma researchers, public-health

officials, ethicists, representatives of institutional review
boards, as well as family members and emergency
personnel from the Oklahoma City and World Trade
Center attacks. The attendees agreed that research after a
disaster is important and can be done ethically. However,
they felt that specific research proposals should be
scrutinised by a single body to assess disaster-related
research, as was the case after the Oklahoma City
bombing, when a good deal of research was reviewed
centrally and approved by a special process put in place
with the approval of the state Governor.?

The attendees at the meeting recommended 12 points
as guidance for research after a disaster (panel). These

www.thelancet.com Vol 366 October 22, 2005



Comment

include evaluation of research on the basis of level of risk,
the novel nature of the research, and the uncertainty of
the risk-benefit ratio for participants. Such evaluation
might need additional procedural safeguards for
participants because they are more vulnerable. The
Belmont Report defined vulnerable populations as those
groups that might “bear unequal burdens in research”
because of their “ready availability in settings where
research is conducted”, such as prisons, hospitals,
institutions, and camps, and called for extra protection for
these groups. Delegates believed that information for
potential participants about research should make clear
whether there is therapeutic intent, and informed consent
procedures should reduce the likelihood of participants
mistaking research for clinical services. These issues
should be equally if not more important to developing
countries because local ethical review processes might not
be developed adequately. In Sri Lanka, for example,
biomedical ethics is still in its early stages of development.®

On Dec 26, 2004, a tsunami struck the rim countries of
the Indian Ocean. This disaster was followed by a huge
influx of foreign organisations and individuals offering
humanitarian aid, including counselling to Sri Lankan
survivors. However, in the rush to provide assistance, lack
of familiarity of local customs can raise cultural concerns,®
as shown by a number of unsubstantiated local press
reports.” Furthermore, the notion of compulsory
counselling for everyone affected is against the current
recommendations by the Cochrane Collaboration and
WHO.*** Psychological debriefing as an early intervention
after trauma is ineffective and it might be counter-
productive by slowing down natural recovery.” Although
definitive analysis of the tsunami’s psychological effect in
Sri Lanka has yet to be published, the “trauma response”
might be similar, irrespective of the cause of that trauma.
Reaction to stress and adjustment disorders are clustered
together in the International Classification of Diseases-10,
not only on the grounds of symptomotology and course
but also on the basis of an exceptionally stressful life event
producing stress reaction or adjustment disorder.”
Preliminary research in torture survivors suggests that
most Sri Lankans need little support and encouragement
to get back into their life after tremendous hardship.**
Furthermore, social isolation and difficulty performing
family roles are among some of the greatest concerns for
survivors  of trauma, compared with psychological
symptoms such as flashbacks.* Most who sought
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Panel: Guidance for postdisaster research?

Competent research participant gives informed consent

Capacity assessment tools should be used if needed

Disaster-affected populations should not be necessarily considered vulnerable

Specific research proposals should be scrutinised for novel nature of research and risk-
benefit ratio

e Additional research is needed into risks and benefits in participation in disaster-related
research

e Representative of community should be consulted about planning and implementation

of research

Informed consent procedure should clear therapeutic misconception

Explanation about the research should be done in safe controlled environment
Confidentiality and privacy of participants must be ensured

Research staff should be trained and supported

Participants should be informed about research findings

Coordination by researchers should minimise redundant research and participants’
burden

mental health treatment wanted socioeconomic aid
rather than relief from psychological symptoms.*#*>

Other early findings imply that employment and short-
term economic and housing aid help young people who
have been exposed to war-related trauma to integrate
their painful experiences into their lives and identities.*
Initial research in a non-clinical sample of school-children
in Sri Lanka suggested that Buddhist and Hindu children
were less vulnerable to depression than Christian children,
even though they reported more exposure to violent
events such as bomb blasts.**"” There might be protective
factors in the Buddhist and Hindu philosophies (eg, active
acceptance of pain and suffering, an understanding that
the future can provide relief through rebirth), which might
be used to maximise recovery for survivors.****

The Forum for Research and Development organised a
symposium in January, 2005, at the Sri Lanka Medical
Association, on the ethics of trauma research.”® A
Sri Lankan national ethics committee, overseen by the
Ministry of Health and dedicated to review tsunami-
related research was proposed, but this has not yet been
established.

When research is combined with humanitarian aid and
at times clinical care (therapeutic misconception), there
can be undue inducement for participation in this
vulnerable population.>” It might not be explicit to the
tsunami survivors that what they are participating in is
research. Issues get more complicated because researchers
might rush to collect data, without adequate planning
and under the disguise of “needs assessments”. Even
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under normal circumstances, informed consent alone is
not protective enough, because of the asymmetry in
knowledge and authority between researchers and
participants, particularly in the developing world.*
Research can include clinical care but it should be made
explicit to the participants because clinical care is
something routine whereas research is not, particularly in
the developing world. Otherwise survivors are at risk of
exploitation for research disquised as clinical care.
Therefore, we appeal to journal editors to insist on proof
of ethics approval from the country where the data were
collected at the time of submission of a paper. Editors
should also obtain an English translation of the
information leaflet and informed consent form given to
the participants to ensure that the participants knew it
was research when they participated. We believe if policies
or guidelines to that effect are made, it will be a deterrent
to unethical data collection and exploitation of the
disaster survivors. We also appeal to the international
research community and ethicists to take this issue
seriously because it has not been adequately addressed.

*Athula Sumathipala, Sisira Siribaddana

Section of Epidemiology, Institute of Psychiatry, Kings College,
London SE5 8AF, UK (AS) and Forum for Research and
Development, Mulleriyawa, New Town, Sri Lanka (AS, SS)
athulasu@sltnet.lk

We declare that we have no conflict of interest.

1 Kilpatrick DG. The ethics of disaster research: a special section. ) Trauma Stress
2004;17:361-62.

2 Collogan LK, TumaF, Donald-Sewell R, Borja S, Fleischman AR. Ethical issues
pertaining to research in the aftermath of the disaster. J Trauma Stress 2004;
17:363-72.

3 National Commission for the Protection of Human Subjects of Biomedical
and Behavioural Research. The Belmont report: ethical principles and

guidance for the protection of human subjects of research (DHEW publication
no 0S 78-0012). Washington DC: Department of Health, Education, and
Welfare, 1979. http://www.hhs.gov/ohrp/humansubjects/guidance/
Belmont.htm (accessed Aug 23, 2005).

4 Ahmad K. Developing countries need effective ethics review committees.
Lancet 2003; 362: 627.

5 Simpson B. Ethical regulation and the new reproductive technologies in
Sri Lanka: perspectives of the ethics committee members. Ceylon MedJ 2001;
46:54-57.

6 Silove D, Zwi AB. Translating compassion into psychosocial aid after tsunami.
Lancet 2005; 365: 269-71.

7 Anonymous. Possible attempts of child smuggling. The Daily News, Jan 7,
2005. http://www.dailynews.lk/2005/01/07/new20.html (accessed Aug 3,
2005).

8  Rhode D. Mix of tsunami aid and preaching stirs concern. Sunday Times,

Jan 23, 2005.

9  Gamage VM. The biodiversity unit that prevented smuggling of indigenous
plants, creepers and animals to be closed from 1* of June. Lankadeepa, May
29, 2005.

10  WHO. Mental and social aspects of health of populations exposed to extreme
stressors. Geneva: World Health Organization, 2003: http://www.who.int/
hac/techguidance/pht/8656.pdf (accessed Aug 17, 2005).

11 RoseS, Bisson J, Churchill R, Wessely S. Psychological debriefing for
preventing post traumatic stress disorder. Cochrane Database Syst Rev 2002;
2: CD00560. DOI: 10.1002/14651858.CDO00560.

12 Van Emmerik AA, Kamphuis JH, Hulsbosch AM, Emmelkamp PM. Single
session debriefing after psychological trauma: a meta-analysis. Lancet 2002;
360: 766-71.

13 WHO. International classification of diseases-10. Geneva: World Health
Organization, 1992: http://www3.who.int/icd/vol1htm2003/fr-icd.htm
(accessed Aug 17, 2005).

14 Fernando G. Psychophysiological, psychological, and psychosocial impact of
torture on survivors. Toronto: American Psychological Association, 2003.

15 Fernando G. Torture in Sri Lanka: psychosocial and psychological issues. New
Orleans: International Society for Traumatic Stress Studies, 2004. http://
www.istss.org/meetings/ISTSS_04_FP.pdf (accessed Aug 23, 2005).

16  Goldbeck JP, Rodriguez CA, Gevorkian M, Fernando G. Personal control and
trauma-induced depression in Sri Lankan Youth. Honolulu: American
Psychological Association, 2004.

17 Fernando G. Mental health of school children exposed to violence in Sri Lanka.
International Society for Traumatic Stress Studies, New Orleans, 2004.
http://www.istss.org/meetings/ISTSS_04_FP.pdf (accessed Aug 23, 2005) .

18 SanchezS, Giniel A, Leung D, Fernando G. Violence exposure, religion, guilt,
and anxiety among children in Sri Lanka. Honolulu: American Psychological
Association, 2004.

19 Forum for Research and Development. 2005: http://www.forum4research.
org (accessed Aug 3, 2005).

20 Martin R. Undue inducement in clinical research. Lancet 2005; 366: 275-76.

21 Angel M. The ethics of clinical research in the third world. N Engl) Med 1997;
337:847-49.

Deep brain stimulation for treatment of refractory depression

Deep brain stimulation is the stereotaxic placement of
unilateral or bilateral electrodes connected to a
permanently implanted neurostimulator. Although the
mode of action is unknown, the hypothesis is that
chronic high frequency (130-185 Hz) stimulation
reduces neural transmission through inactivation of
voltage-dependent ion channels.! Deep brain
stimulation is widely used for severe tremor in
Parkinson’s disease, an indication in which it is highly
effective in reducing the severe motor complications
(mainly tremor) associated with the disease, whereas

the overall process of degeneration cannot be slowed
down, as shown in a recent study by R Hilker and
colleagues.’ Further clinical indications include essential
tremor and primary dystonia. Use of the technique
is also being investigated in treatment-resistant
cluster headache (stimulation of the ipsilateral ventro-
posterior hypothalamus),® treatment-refractory obses-
sive-compulsive disorder (stimulation of the anterior
limb of the capsula interna), and treatment-refractory
major depression (stimulation of a subgenual cingulate
region and other regions; figure).*
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