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( Distortion of research agenda )

BB 2 Yy e S SV B B DA RGE 2 g 26 H Y
FERZIEWT » B -~ EHRAEREIR
HAEM o EEBEILE SEEMEFENEAE
ZEARG RN IT - RS IR HAthJEre 2% H AUBT
Fo 2SR FEEE TR R E s R e 2
WHZE R IR T e th B —E EE -

@) R ~ s e s A H
(Policy: The nature of conflict of interest
regulations )
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33 Trudo Lemmens and Lori Luther, Financial conflict of interest in medical research, In THE CAMBRIDGE TEXTBOOK OF
BIOETHICS 223, 223-227, http://www.law.utoronto.ca/documents/Lemmens/cambridge conflict of interest.pdf ( last visited

Mar. 22, 2012). 75 T 8, 2§13 77453823 » H27-29 «

34 An-wen Chan and Douglas G Altman, Identifying outcome reporting bias in randomized trials On PubMed: review of publications
and survey of authors, 330 BMJ. 753-58(2005). Lain Chalmers, From optimism to disillusion about commitment to transparency
in the medico-industrial complex, 99 J. R. SOC. MED. 337-41(2006).

35 Trudo Lemmens, Leopards in the temple: restoring scientific integrity to the commercialized research scene, 32 J. L. MED. &
ETHICS 641-57(2004), available at: http://papers.ssrn.com/sol3/papers.cfm?abstract id=682443 (last visited Jan. 16, 2012).

36 AG New York v. GlaxoSmithKline, 2004, available

at:http://www4.dr-rath-foundation.org/pdf-files/nyglaxo21303cmp.pdf (lasted visited Mar. 25, 2012).

37 Joel Lexchin, Bigger and better: how Pfizer redefined erectile dysfunction. 3 PLOS MED, 429-32(2006). Ray Moynihan and
David Henry, The fight against disease mongering: generating knowledge for action, 3 PLOS MED , 425-28(2006). Leonore
Tiefer, Female sexual disfunction: a case study of disease mongering and activist resistance, 3 PLOS MED, 426-40(2006).
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( Regulatory remedies )
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38 Anon, Scientific fraud. Outside the bell curve. A major scientific fraud has just been confirmed. ECON, 26 Sept. (2002), http://
www.economist.com/node/1352850. Constance Holden, Stem cell research. Korean cloner admits lying about oocyte donations.
310 SCIENCE .1402-03(2005). Jennifer Couzin and Katherine Unger, Scientific misconduct. Cleaning up the paper trial. 312 SCIL.
38-43(2006). David Cyranoski, Veredict: Hwang’ s human stem cells were all fakes. 439 NATURE. 122-23(2006).

39 Paul E. Kalb and Kristin Graham Koehler, Legal issues in scientific research. 287 JAMA. 85(2002). Trudo Lemmens and Paul B.
Millers, The human subjects trade: ethical and legal issues surrounding recruitment incentives. 31 J. L. MED. & ETHICS 398-

418(2003).

40 Jocelyn Downie, Grasping the nettle: confronting the issue of competing interests and obligation in health research policy. In Just
Medicare: What' s In, What' s Out, How We Decide 427,427-448 (Colleen. Flood ed., 2006). Trudo Lemmens, Commercialized
medical research and the need for regulatory reform. In Just Medicare: What' s In, What" s Out, How We Decide396, 396-

426(Colleen. Flood ed., 2000).

41 James Robert Brown, Privatizing the university: the new tragedy of the commons. 290 SCI.1701-02(2000). James Robert Brown,
Self-censorship. In law and Ethics in Biomedical Research: Regulation, Conflict of interest, and Liability82,82-94( Trudo

Lemmens and Duff R. Waring.eds.,2006).
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44 21 CFR §54.4(a)

45 21 CFR §54.4(c)

46 21 CFR §54.4

47 21 CFR § 54.4(a)

48 21 CFR §54.4

49 21 CFR § 312.53(c) ~ 812.20(b)(5) and 812.43(c)
50 21 CFR § 54.4(b)

51 21 CFR § 54.2(d)
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