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Any adverse event that occurs after the subject's participation in the
trial. This adverse event may not necessarily have a causal
relationship with the investigational drug/device. It refers to any
unfavorable or unintended occurrence following the use of the
investigational drug/device, whether or not related to the

investigational drug/device.
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Adverse Drug

Reaction
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In pre-clinical experience with new drugs/devices or new uses,
especially when the therapeutic dose hasn't shown toxicity before,
any response between the investigational product and adverse event
should have a reasonable causal relationship that can't be ruled out.
For marketed products, the focus is on adverse reactions and

toxicities at commonly used human doses for prophylaxis, diagnosis,

treatment, or physiological function modification.
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Principal investigator must report to the committee include: (1) new
information that could potentially be detrimental to the safety of the
subjects or the conduct of the clinical trial, and (2) any changes that
significantly impact the conduct of the clinical trial or increase the

risk to the subjects.
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IND VEARNE Pl U B -
Investigational New Drugs refer to substances undergoing scientific
studies in humans to determine their potential therapeutic actions,
safety for human use, and to seek approval for marketing based on
their potential effects
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The adverse event is SERIOUS and should be reported when the

patient outcome is:

(1) Death - Report if the patient's death is suspected as being a direct
outcome of the adverse event.

(2) Life-Threatening - Report if the patient was at substantial risk of
dying at the time of the adverse event or it is suspected that the
use or continued use of the product would result in the patient's
death.

Examples: Pacemaker failure; gastrointestinal hemorrhage; bone
marrow suppression; infusion pump failure which permits
uncontrolled free flow resulting in excessive drug dosing.

(3) Hospitalization (initial or prolonged) - Report if admission to the
hospital or prolongation of a hospital stay results because of the
adverse event.

Examples: Anaphylaxis; pseudomembranous colitis; or bleeding
causing or prolonging hospitalization.

(4) Disability - Report if the adverse event resulted in a significant,
persistent, or permanent change, impairment, damage or
disruption in the patient's body function/structure, physical
activities or quality of life.

Examples: Cerebrovascular accident due to drug-induced
hypercoagulability; toxicity; peripheral neuropathy.

(5) Congenital Anomaly - Report if there are suspicions that
exposure to a medical product prior to conception or during
pregnancy resulted in an adverse outcome in the child.
Examples: Vaginal cancer in female offspring from
diethylstilbestrol during pregnancy; malformation in the
offspring caused by thalidomide.

(6) Requires Intervention to Prevent Permanent Impairment or
Damage — Report if suspect that the use of a medical product may
result in a condition which required medical or surgical
intervention to preclude permanent impairment or damage to a

patient.
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Examples: Acetaminophen overdose-induced hepatotoxicity
requiring treatment with acetylcysteine to prevent permanent
damage; burns from radiation equipment requiring drug therapy;
breakage of a screw requiring replacement of hardware to prevent

malunion of a fractured long bone.
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Unexpected ADR
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Unexpected Adverse Drug Reaction is an adverse reaction, the nature
or severity of which is not consistent with the informed consent /
information sheets or the applicable product information (e.g.,
investigator’s brochure for the unapproved investigational product or
package insert / summary of product characteristics for an approved

product.

Unanticipated

problems
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Unexpected problems include:

(1) Risks to subjects or others, including any unexpected, related, or
possibly related serious adverse events.

(2) Any unexpected adverse event that the committee determines to
pose risks to subjects or others, regardless of its severity.

Events that are not classified as adverse and are not directly related

to individual subject participation in the study, yet pose risks to

subjects or others.
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