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(2) ¥ #c 4p B (related or possibly related to participation in the research (in
this guidance document, possibly related means there is a reasonable
possibility that the incident, experience, or outcome may have been caused
by the procedures involved in the research); and

() et e = H%,a—'k ZHBPFTARGE T (M IR A E R )
AZiE e ek 'h elther serious or place subjects or others at a greater risk
of harm (including physical, psychological, economic, or social harm) than
was previously known or recognized
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SUSAR -
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Examples of Unanticipated Problems Involving Risks to Subjects or Others

( Unanticipated Problems/non-AE):

(D)7 7 ik B <2 ﬁ%fiiﬁ’W%?%iﬁAiﬁ?%ﬁ%‘ﬁﬁﬁﬁ
% H R f}% 27 ﬁ‘é% *k78 o A breech in confidentiality that involves risk to that
individual or others, such as a PI’s laptop is stolen or medical chart is lost, and it
contains identifiable medical information and research data about subjects;

(Q)F~ 3 Brp 2 il X 3% F‘ 2 42 33 0 F ap F]PU M Ao B b "k o Subject
complaints that cannot be resolved by the research team or which indicate increased
or unexpected risks;

@)F i FIH ek G2 R FEXFHE > AR FTIERLHTR - Any
accidental or unintentional change to the IRB-approved protocol that increases risk or
decreases benefit, affects the subject’s rights, safety, welfare, or affects the integrity
of the resultant data;

Q)= 7 H AR T 3 B3 R & B >0 it A elf a researcher technician is
inadvertently exposed to a low level of radiation during a study.



Folz c RAEH2A 2t
Examples of Adverse Events that are Unanticipated Problems (Unanticipated
Problems/AE )

BE 2P rnE -T2 AL F L BE AR o (bldrd § K~ 3E4
Moo ow IR~ SRR~ F 2 4 g i #¥)A single occurrence of a serious,
unexpected event that is uncommon and strongly associated with drug exposure
(such as angiodema, agranulocytosis, hepatic injury, or Stevens-Johnson
syndrome).

FFHRE2Z 2 2R (e i Friptdd R FEd) AR
4 P EATEIRY o TARL HApRAIEH P 4 K2 R F] o Aserious AE that
is described or addressed in the investigator’s brochure, protocol, or informed
consent documents, but for which the rate of occurrence in the study represents a
clinically significant increase in the expected rate of occurrence (ordinarily,
reporting would only be triggered if there were a credible baseline rate for
comparison). We recommend that a discussion of the divergence from the
expected rate accompany the report.

ERCEIES & Rl =N x;é—‘ﬁ BPREzsaFitadx 2H3E2 o Any other
AE or safety finding (e.g., based on animal or epidemiologic data) that would
cause the sponsor to modify the investigator’s brochure, study protocol, or
informed consent documents, or would prompt other action by the IRB to ensure
the protection of human subjects. We recommend that an explanation of the
conclusion accompany the report.

(1) B2k i#% %R GCP106 iF 3 % (2010 # 4 » 28 p)
(2) Guidance on Reviewing and Reporting Unanticipated Problems Involving Risks

to Subjects or Others and Adverse Events. Office for Human Research Protections
(OHRP) Department of Health and Human Services (HHS)(2007 & 1 * 15 p)
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Algorithm for Determining Whether an Adverse Event

is an Unanticipated Problem

An adverse event occurs
in one or more subjects.

]

| 1. Is the adverse event unexpected in NO

nature, severity, or frequency?

lYES

2. Is the adverse event related or possibly
related to participation in the research?

1YES

3. Does the adverse event suggest that the
YES research places subjects or others at a NO
greater risk of physical or psvchological
harm than was previously known or
recognized? NOTE: If the adverse event is
serious, the answer is always “YES.”

* '
Report the adverse The adverse event is
event as an not an unanticipated
unanticipated problem problem and need not
under 45 CFR part 46 be reported under
45 CFR part 46




