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gy F HYee oshH, file A AR HAE A5 ¢ Qv
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Krieger Inst. Inc A}19] A14] 0]4-5 =A 2 AL Y}, GrimesH2
oA ATE AT, WAAE BT, WAL FolE de AT
A el thste] oRg Huitka wASkL ot Telu 2w
GrimesTHa & Be HHolA xpol7} 9lek. BAA L FDATHo] ute}

AAFATT} ol 2ol AT, Ak 1He] AR olelo] wat FriRelA B
8 Slairt 471 s 7] Slsto] SR Q771Ba Sl B
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AFATo] TS Qi OAFE Fdte] Mol 7Rsat A9 ok AHES)
o] 5 Zoln WS AR AAYRE An], 2 Ao Ak offat I
ol Sjtsteirta ARt o Uobrh date] o, Wik B4} 2
o3t FEE WA Y T =6 ol goHql o)RE Ryt

19) A7A7F HHA o] AR Hekshx] oiths =FOoRAL E. Haai
Morreim, Litigation in Clinical Research: Malpractice doctrines Versus Research Realities,
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A Contractual Study on the Clinical Trial of Medicine

Song, Young Min

Professor of Law, wonkwng University

=ABSTRACT=

This thesis has studied about the legal characteristic of injection of the trial
drug, the position of the pharmaceutical firm as a contractor of the clinical tri-
al, the possibility of compulsory performance of consistent injection of the trial
drug, and the damage claim caused in the process of the clinical trial from the
viewpoint of protecting the trial subject in the clinical trial.

According to court’s judgement in the United States, the lawsuit of the trial
subject, although the trial subject had expected consistent injections, was dis-
missed because there was no direct contract between pharmaceutical and trial
subject. However, Helsinki Declaration prescribe the medical research as
follows. ’All patients who participated in the research should be able to use
the best precaution, diagnosis, and treatment proved by the final outcome of
the research’.

The trial subject is entitled to demand only the pharmaceutical firm which de-
veloped and provided the trial drug, and the pharmaceutical firm has the obli-
gation to supply the trial drug to the trial subject. Therefore, it would be not
enough to protect the trial subject if the pharmaceutical firm which makes the
trial drug is ruled out. In addition, especially, in case the trial drug has a con-
stant effect with the aim of treatment, if the injection of the trial drug is sud-
denly stopped, the trial subject would not have the benefit of treatment by the
trial drug. In this case, the best remedy against the damage is to urge a con-
stant injection of the trial drug.

Thus, in certain case, it is reasonable to consider that the pharmaceutical firm

has the obligation to supply the trial drug to the trial subject constantly, and it



is also necessary to compel it through effective means in case the pharmaceut-
ical firm do not fulfill its obligation to supply the trial drug. However, as an
essential prerequisite for the assertion mentioned above, it should be judged
under the principle of good faith considering the concrete situation, that is,

what roles the pharmaceutical firm has played.
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