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muﬂj’é T—AR—X(EGHD)
FAERS (FDA Adverse Event Reporting System)

https://www.fda.gov/Drugs/GuidanceComplianceRegqulatorylnformation/Surveillance/A
dverseDrugEffects/default.htm

m R
EudraVigilance

http://www.adrreports.eu/en/index.html

x \WHO
VigiBase

https://www.who-umc.org/vigibase/vigibase/

m K
JADER (Japanese Adverse Drug Event Report database)

https://www.pmda.go.jp/safety/info-services/drugs/adr-info/suspected-adr/0005.html
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British Journal of Clinical Pharmacology 64, 489-495 (2007)
‘Detecting signals of drug—drug interactions in a

spontaneous reports database’

Mode!

We applied both a multiplicative and an additive model
to generate signals of DDI. The muluplicative model
assumed the risk associated with a drug multiplies with
the background risk, whilst the additive model assumed
the risk associated with a drug adds to the background
risk. To our knowledge. such a comparison of both the
models, has not been studied before in the context of
signal generation of DDlIs.

% { M/ Tadditive interaction &multiplicative interaction M & &HY

2017/12/20 BOMEER SRS 27

EFY
Y=0 () [Yy=1 (&)
X=0 (&) 000 001 pxy: XYDEHTT
&+ X > o 5723
X=1 (&) D10 o1 HEIIRNUDIEEDHHER
Additive Interaction = RD,;—(RD;, + RDy;) RD: JR9 %=

(P11 — Poo) — {(P10 — Poo) + Po1 — Poo)}
P11 —P10 —Po1 TPoo

e . RR14
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BT.Thakrar & (Roche®Drug Safety JL—)
British Journal of Clinical Pharmacology 64, 489-495 (2007)
‘Detecting signals of drug—drug interactions in a
spontaneous reports database’

Multiplicative Model Additive Model
BAORIHE A BER (k) REAMR (I na®)  AAARA
plE plE
DUNREFY — YonRKRY Y SHINF— 1.48 0. 089 0.014 0. 0002
AhrLFE—F — o0 TxFvy EREDNH 1.79 0.015 0.009 0. 001
FharJy— — F4—TJzFTY IDE4E 1.71 0.27 0.011 0.038
HITYR — zyRATA LY IDEHFER 0.32 0. 0001 0.013 0.014
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