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if a sponsor proposes a clinical investigation which involves treatments or tests for purposes other
than the diagnosis, treatment or prevention of disease or other conditions, the sponsor shall submit

an additional ind for such investigation. clinical investigation means any investigation that is
directed toward gaining new knowledge concerning a drug or biological product or an

understanding of the relationship of a drug or biological product to the pathogenesis, complications,
efficacy or safety of the drug or biological product. the term includes any study in which one or
more human subjects are exposed to a drug or biological product in order to determine the: (1)

therapeutic value of a drug or biological product; (2) adverse effects of a drug or biological product;
(3) effective methods of drug administration for the product, or (4) safety of a drug or biological

product. for purposes of this subpart, clinical investigation includes any investigation that involves
the study of any effect of a drug or biological product that may be related to its effect in normal

physiology. nih reviews and approves investigational new drugs before they are made available for
human use. a sponsor, whether an academic institution, a nongovernmental organization, or a

pharmaceutical company, submits an ind application to the nih for approval of a clinical
investigation. the ind application contains a formal research protocol that describes the clinical
investigation to be conducted and specifies the purpose for conducting the investigation. the

submission also contains information to establish and document the integrity of the research team.
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at the end of the week, all of your
character traits are compared to
those of your opponents. this is

based on the corresponding book
chapters of pride and prejudice,
which have a corresponding trait
for each of the characters. when
all of your traits are higher than
the corresponding traits of your

opponent, you win. if they are the
same or lower, you lose. at the

end of the week, you can look at
how you did against your friends
and other people. i managed to
beat my friends and succeeded
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to keep my score high by winning
the fights between different kinds

of men, but mr. collins was the
only man who got a chance to
get married at the end of the
week. the criteria, submission
requirements, safeguards, and

beginning treatment information
set out in this section apply to all
expanded access uses described
in this subpart. additional criteria,

submission requirements, and
safeguards that apply to specific

types of expanded access are
described in 312.310 through
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312.320. this section applies to
the use of investigational drugs
in clinical trials in pediatrics and

neonates. the sponsors, the
investigators, and the patients

must understand that the person
receiving the investigational drug
does not have the right to refuse
participation in the clinical trial. if

the investigator decides that a
patient who has been assigned a
trial drug should not participate
in the clinical trial, the patient
shall be withdrawn from the

study and the investigator shall
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prepare a written report of the
reason for the patient's refusal.
the report shall state that the

patient was informed that
participation in the clinical trial

was voluntary and that the
patient had the right to refuse to

participate. 5ec8ef588b
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