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ABSTRACT

Oseltamivir is an antiviral medication prescribed to prevent and treat influenza A and B. A case from a community pharmacy in
Korea was reported for an adverse event associated with oseltamivir administration, A 20—month—old boy had psychiatric symptoms
after receiving 2 doses of oseltamivir, Therefore, an evaluation of whether the psychiatric symptoms were caused by oseltamivir
was required, To determine whether the adverse event resulted from the administrated medication or other factors, three tools were
used: the Naranjo scale, the Korean causality assessment algorithm (Ver.2), and the World Health Organization—Uppsala Monitoring
Center (WHO-UMC) criteria, The psychiatric symptoms occurred after oseltamivir administration, and were attenuated after
oseltamivir termination, A possible cause of the psychiatric symptoms is high fever, but information on the body temperature of the
patient was not sufficient, Therefore, it was unclear whether there were other nonpharmacological causes of adverse drug reaction,
For these reasons, in terms of causality, the results evaluated by the three tools represented, "possible", "probable”, and "probable/
likely", respectively,
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Table 1. Causality assessment using Naranjo Scale

Question Answer Score
Are there previous conclusive reports on this reaction? Yes +1
Did the adverse event appear after the suspected drug was administered? Yes +2
Did the adverse reaction improve when the drug was discontinued or a specific antagonist was administered? Yes +1
Did the adverse reaction reappear when the drug was re-administered? Do not know 0
Are there alternative causes (other than the drug) that could on their own have caused the reaction? Do not know 0
Did the reaction reappear when a placebo was given? Do not know 0
Was the drug detected in the blood (or other fluids) in concentrations known to be foxic? Do not know 0
Was the reaction more severe when the dose was increased or less severe when the dose was decreased? Do not know 0
Did the patient have a similar reaction to the same or similar drugs in any previous exposure? No 0
Was the adverse event confirmed by any objective evidence? Do not know 0

Total score +4
Causality evaluation Possible

Highly Probable: score. 9, Probable: 5-8, Possible: 1-4, Doubtful: 0



58 / Korean J Clin Pharm, Vol. 29, No. 1, 2019

AREgol A AR S5 WSS o & o AHTE oF
=3 ddol Sil% 7¥Fs2do] Ue-(possible)y 02 H7FE| ).

3122 (Ver.2)ol| whe} QlohdS Hrbshe A7k
]. 1Tk 0}—7 e = %.1;}_?: 744 Ex%o] &S
Aor, e ok BEoR oAkl 4EE & R

n:°1'

© 2 H7}EAtK(Table 2). v}A]2FS 2 WHO-UMC criteriaS
Bot 1 HUHE st e, ofokEe] oo} o) jE
& W] AHA AL FRsta, thE oekEoly uk
Sk Aglol]l o3k slo = HolR] ofyslH, oilE= ofokE

< THSIARS W SHEHAY A 02 B vhE-S B

=]
Ag7ks) 3 &

AL, oFE ol dukgo] s7RARRe] WigEo] itk A ol © 7] wiEA (TR HRI} Qo= 5] 2%
g} B o] A7} k2o 29k L TsA] EHS(probable)’  (probable/likely)’ 0= 78t 4= A ATH Table 3)
Table 2. Causality assessment using Korean causality assessment algorithm (ver.2)
Question Answer Score
Chronological Is there any information on chronological relationship of Appropriate chronologic 3
relationship the suspected drug and ADR? relationship
Dose reduction or Is there any information on dose reduction or Clinical response
. . . ) . - - +3
disconfinuation disconfinuation? after dose reduction
Past ADR history Have you ever experienced ADR with the same or similar No information 0
drug?
. . . . Cannot explain the association
Concomitant Is there any information on drugs being taken
- . between ADR and the +2
medication concomitantly? .
concomitant drug
Non-drug cause Is there any information on non-drug cause? No information 0
Any known information on . . Indicated in approved
2 +
fhe suspected drug Is there any information on the suspected drug? materials by MFDS 3
Re-administration Is there any information on re-administration? No information 0
Specific fests Specific tests such as p.Iosrno drug concentration No information 0
monitoring?@
Total score +11
Causality evaluation Probable

Certain 2 12, Probable: 6-11, Possible: 2-5, Unlikely < 1

Table 3. Causality assessment using WHO-UMC criteria

Causality term Assessment criteria

*Event or laboratory test abnormality, with plausible time relationship to drug intake

*Cannot be explained by disease or other drugs

Certain
*Event definitive pharmacologically or phenomenologically
*Rechallenge satisfactory, if necessary

*Response fo withdrawal plausible (pharmacologically, pathologically)

*Event or laboratory test abnormality, with reasonable time relationship to drug intake

*Unlikely to be afttributed to disease or other drugs
*Response to withdrawal clinically reasonable
*Rechallenge not required

Probable/likely

*Event or laboratory test abnormality, with reasonable time relationship to drug intake

Possible *Could also be explained by disease or other drugs
eInformation on drug withdrawal may be lacking or unclear
Uniikel *Event or laboratory test abnormality, with a time to drug intake that makes a relationship improbable (but not impossible)
4 *Disease or other drugs provide plausible explanations
Condifional/ *Event or laboratory test abnormality
Unclassified *More data for proper assessment needed, or
* Additional data under examination
Unassessable/ *Report sugggshng an odversg reochgn o N .
" *Cannot be judged because information is insufficient or contradictory
Unclassifiable

*Data cannot be supplemented or verified

World Health Organization-Uppsala Monitoring Center, WHO-UMC
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