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Abstract: For the purpose of better understanding of research ethics and IRB reviewing, we collected guidelines for IRB review of
several countries and compared them with the Japanese “Ethics Guidelines for Clinical Research”. They are “45CFR46 Protection of
Human Subjects” of USA, “Tri Council Policy Statement for Research involving Humans” of Canada, “National Statement on Ethical
Conduct in Human Research” of Australia, and “Act on Research Ethics Review of Health Research Project” of Denmark. Comparisons
on voluntary/compulsory guidelines, research areas of which protocols are to be reviewed, those who are responsible to organize the
IRB, members of the committees, conditions for withdrawal of ethical approval or penalties against researchers, and prerequisites for
expedited review were discussed. The comparison showed wide spectrum from voluntary guideline without penalties to legislation with

criminal punishment.
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(1) http://www.mhlw.go.jp/general/seido/kousei/i-kenkyu/ri
nsyo/dl/shishin.pdf

(2) Code of Federal Regulations, 45cfr46, OHRP, HHS
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr

46.html
(3) TCPS 2 - Tri-Council Policy Statement: Ethical
Conduct for Research Involving Humans
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http://www.ethics.gc.ca/eng/policy-politique/initiatives/
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http://www.nhmrc.gov.au/guidelines/publications/e72

tcps2-eptc2/Default/ (5) Act on Research Ethics Review of Health Research
(4) National Statement on Ethical Conduct in Human Projects, Den Nationale Videnskabsetiske Komité,
Research 2007 - Updated 2009, National Health and http://www.cvk.sum.dk/English/actonabiomedicalresear
Medical Research Council, ch.aspx
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