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[Marissa C Salvo, et al. (2014). Patient considerations in the management
of type 2 diabetes — critical appraisal of dapagliflozin. Patient Prefer
Adherence. 8: 493-502.]
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[John Wilding. (2019). SGLT2 inhibitors and urinary tract infections. Nature
Reviews Endocrinology volume 15, pages687-688.]
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[Svetla Gadzhanova, et al. (2017). Use of SGLT2 inhibitors for diabetes and
risk of infection: Analysis using general practice records from the NPS
MedicineWise Medicinelnsight program. Diabetes Research and Clinical
Practice Volume 130, August, Pages 180-185.]
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[Dandan Li, et al. (2017). Urinary tract and genital infections in patients
with type 2 diabetes treated with sodium—-glucose co-transporter 2
iInhibitors: A meta—analysis of randomized controlled trials. Diabetes Obes
Metab. Mar;19(3):348-355.]

11/12



2l 801

Causality term

WHO-UMC Qlapd TI} 7|=

M7} 7|1& Assessment criteria
— all points should be reasonably complied

%.I'E%I'

Certain

AEs| Sl

Probable/Likely
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Possible

R

Unlikely

It et
Conditional/
Unclassified

"8t =7
Unassessable/
Unclassifiable

> H[ESA Atd| EE= A, 2fF F0HLE AUA A= 47 dE
Event or laboratory test abnormality, with plausible time relationship to drug
intake
> OtE o|AFO0|Lt Hete= dFHe 4= gl
Cannot be explained by disease or other drugs
> o|9fE FUHESH Al AL = Efct BIS
Response to withdrawal plausible (pharmacologically, pathologically)
> OIS SIE| i SHASINOR AN A
Event definitive pharmacologically or phenomenologically (i.e. an objective
and specific medical disorder or a recognised pharmacological phenomenon)
> O|ok= 0| MEX A| YHBES  Rechallenge satisfactory, if necessary

D> H[ESA Atdl| EE= A, 22fF FHLE AUA A4 dE
Event or laboratory test abnormality, with reasonable time relationship to drug

intake

> LHE SSF0[L 22l Visd H5

Unlikely to be attributed to disease or other drugs
> 0|9 ROSH Al FHHLZ EfF et HES
Response to withdrawal clinically reasonable
> OICFE S| MENW MHE FZ  Rechallenge not required

> HIGSA Atd| = AK], 2|9fF S AN M tA dE
Event or laboratory test abnormality, with reasonable time relationship to drug
intake
> CHE QJOHZ0|Lt MBto = MHE 4 QIg
Could also be explained by disease or other drugs
> o|or=F RS HO| tict 3271 E&otAL =28
Information on drug withdrawal may be lacking or unclear

> H[ESA At E= A, 22fE FHLE AUA A=A 7 M E6HK| 5
(E7tset A2 0tg)
Event or laboratory test abnormality, with a time to drug intake that makes a
relationship improbable (but not impossible)

> CHE QIfE0|Lt Zleto = EfHot AHO| 7t58t
Disease or other drugs provide plausible explanations

> H|ZAXM At EE= ZAFR|  Event or laboratory test abnormality
> JEot J/tE Rlofl O 2 Atz BLoAL

More data for proper assessment needed, or
> FtA=E HAE &8 Additional data under examination

> O|MEIESE &tAIot= E11 Report suggesting an adverse reaction
> dE7t 5oL 4350 HHe = gl
Cannot be judged because information is insufficient or contradictory
> Xt=E H2otHL &eleh 4~ @18 Data cannot be supplemented or verified
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