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Investigational new drugs
Medical devices
Behavioral, psychological, social interventions
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Untoward medical occurrence
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Whether or not related to...
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Assess & provide medical care

Record in source document
Report in CRF

FU until resolved

Record & report outcome
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Report immediately to
IRB/IEC & Sponsor in
SAE report form

both initial & follow-up
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>

Aaverse Event

Serious
Adwverse Event
(SAE)
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Serious
1) Death me Adwverse Event
2) Life threatening ANAUABYIN (SAE)
3) Hospitalization Wau TW.LNON1TINE)
4) Disability #n3
5) Congenital anomaly n15nAaenRagy
6) Medical important events ynN1SEIAYNIINITHANE
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Final Clinical Study Report
® Integrated summary safety report

® Occurrence rates 5mﬂm'§l,ﬁmwlmﬁai
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1) SAE: Death & Life-threatening
2) Non-serious: Treatment emergent
® Organ involved
® Relatedness
® Severity
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Adverse events
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Drug overdose AUgNAUYUIA

Drug addict #1n158n8N
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Lack of efficacy luiflnanalsa
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Medical Device
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Adverse event

* any untoward medical occurrence, unintended disease
or injury, or untoward clinical signs (including abnormal
laboratory findings) in subjects, users or other persons,
whether or not related to the investigational medical

device

Medical devices

* This definition includes events related to the
investigational medical device or the comparator.

* This definition includes events related to the procedures
involved.

* For users or other persons, this definition is restricted to

events related to investigational medical devices.
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Medical devices
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Adverse device effect (ADE)

* adverse event related to the use of an investigational
medical device

* This definition includes adverse events resulting from
insufficient or inadequate instructions for use,
deployment, implantation, installation, or operation, or
any malfunction of the investigational medical device.
(mmmaq ﬂ?’iﬁ]@]ﬁ]\‘i F’]’WLLU”U’Wﬂ’]’{L"’U)

* This definition includes any event resulting from use
error or from intentional misuse of the investigational

medical device.

14



Medical

devices
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Serious adverse event

a. led to death,

b. led to serious deterioration in the health of the subject,
that either resulted in
1) a life-threatening illness or injury, or
2) a permanent impairment of a body structure or a

body function, or
3) in-patient or prolonged hospitalization, or

4) medical or surgical intervention to prevent life-
threatening illness or injury or permanent

impairment to a body structure or a body function,

c. led to foetal distress, foetal death or a congenital

abnormality or birth defect
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Risk monitoring: Adverse events (AE) mﬁmﬂUﬂLLaLrﬂﬁ 39
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Risk assessment: Significant or not N15UsELlUMANITA]
AE indnfedesselianuduiusiunismaass uasd
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Risk mitigation: revised protocol, terminate the study
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Risk communication: NM3T18ugTAsTdlunAnwIIse
* Report to IRB/IEC and investigators

* Report to regulatory authorities

* Informed subjects: Consent Renewal
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Reported data
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Question & Discussion




