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Research in other fields, including housing, social work, and

criminology, typically poses fewer physical risks, but may pose

substantial social, psychological, and economic risks for hu-
man subjects. Such research also aims to improve the lives
of later generations without offering any direct or measur-

able benefit to those who participate as research subjects.”
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“Recommendation 1: Improve Accountability
through Public Access

0 enhance public access to basic information about fed-
eral government-funded human subjects research, each
department or agency that supports human subjects re-
search should make publicly available a core set of data ele-
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ments for their research programs—title, investigator, location,
and funding—through their own systems or a trans-agency
system. The Office for Human Research Protections or another
designated central organizing agency should support and ad-
minister a central web-based portal linking to each departmen-
tal or agency system. This should not preclude the prospective
development of a unified federal database that may ultimately
be more cost-effective and efficient.” (Moral Science p.7)
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‘Recommendation 2: Improve Accountability
through Expanded Research

o evaluate the effectiveness of procedural standards
embedded in current human subjects protection regula-
tions, the federal government should support the devel-
opment of systematic approaches to assess the effectiveness
of human subjects protections and should expand support for
research related to ethical and social consideration of human

subjects protection. (Moral Science p.7)
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EXAMPLES OF CLINICAL TRIAL REGISTRIES AROUND THE WORLD

Australia and New Zealand — http://www.anzctr.org.au/

Brazil — http://www.ensaiosclinicos.gov.br/
China — http://www.chictr.org/en/
Cuba — http://registroclinico.sld.cu/

European Union — https://www.clinicaltrialsregister.eu/
Germany — https://drks-neu.uniklinik-freiburg.de/drks_web/

India — http://www.ctri.in/
I[ran — http://www.irct.ir/

International Standard Randomised Controlled Trial Number Register — http://www.isrctn.org/

Japan — http://rctportal.niph.go.jp/en/index

Netherlands — http://www.trialregister.nl/trialreg/index.asp

Pan Africa — http://www.pactr.org/

South Korea — http://ncrc.cdc.go.kr/cris/index.jsp

Sri Lanka — http://www slctr.lk/
Thailand — http://www.clinicaltrials.in.th

Source: World Health Organization Members of the WHO Registry Network.
Retrieved from http://www.who.int/ictrp/network/primary/en/index.html
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“Recommendation 3: Treating and Compen-

sating for Research-Related Injury

ecause subjects harmed in the course of human re-

search should not individually bear the costs of care

required to treat harms resulting directly from that re-
search, the federal government, through the Office of Science
and Technology Policy or the Department of Health and Human
Services, should move expeditiously to study the issue of re-
search-related injuries to determine if there is a need for a na-
tional system of compensation or treatment for research-related
injuries. If so, the Department of Health and Human Services,
as the primary funder of biomedical research, should conduct a
pilot study to evaluate possible program mechanisms.” (Moral
Science p.8)
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MANKIN 2.1
Table I. Comparison of USA and European Countries on the issues of insurance and compensation of injured research participants.
USA Belgium | France Germany Italy Holland UK Spain
Compulsory insurance No Yes Yes Yes Yes Yes Yes Yes
Death 2 o : -
R any injury” in Physical
Death or serious harm, pha};e# ?;IS' inj:;es and
Indemniﬁ_able inju_ries: death, gen’ous variable | No Mo permanent pain, ’ Death and “serious harml“ i | Gihesir
harm, pain, suffenng, economic losses disahility :zgﬁgzﬁc other harms phase 2 and 3 e
losses frials consequences
Limits to compensation (e.i.. exclusion
of the harms which are inevitable in
particular kind of trials; exclusion of the
health problems which can depend on es Mo i NS o = Vs s
the natural progression of the subject’s
disease)
Indication for the informed consent
Sy Yes No Mo No Yes Yes No No
Yes
Differences in compensation plans (exemption Yes (different Yes
according to the type of trial (phase 1, Mot No Yes Yes No for studies kind of (exemption for
2, 3 or 4) or to the level of risk of the stated with compensation studies with
trial minimal available) minimal risks)
risks)
Yes, for phase 1
trials, without
; y i “legal
Mo fault compensation available Variable | Yes Yes Yes Mot clear Mot clear commitment” for Yes
phase 2and 3
frials
Exemption from insurance or special Mot Not Yes, Not stated Yes, special Yes, Yes, possible Yes, possible
terms for public clinical trials stated stated exsmption terms exemption exemption exemption
Resppnsi_::ilitytor compensation ;r:;ate Private Private ) Private Private Private and F’riv;te and F*ri\.':?te and
(publicfprivate) public and public public public public
Yes, 24-36
months after
the trial
completion Yes, 5
e Mot 10 years for years after
Temporal indications stated No Mo No pediatric subject's No No
studies and participation
studies with
hiological
materials

91N Sabina Gainotti and Carlo Petrini (2010). Insurance Policies for Clinical Trials in the United States and in some European Countries. J Clin Res

Bioeth 1:101 doi:10.4172/2155-9627.1000101 p.6 [Available from www.omicsonline.org]
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