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Supplementary Table 1. Detailed list of searched drug names.
	Searched drug names

	HARNAL D  TAMSULOSIN HYDROCHLORIDE 

	TAMSULOSIN CAPSULES

	HARNAL  TAMSULOSIN  ORODISPERSABLE CR

	TAMSULOSIN  TAMSULOSIN 

	TAMSULOSIN HYDROCHLORIDE

	TEVA UK TAMSULOSIN MODIFIED RELEASE

	TAMSULOSIN HCL

	TAMSULOSIN 0 4MG

	TAMSULOSIN HYDROCHLORIDE CAPSULES USP 

	TAMSULOSIN HCL CAPS 0 4MG

	TAMSULOSIN 0 4 MG

	TAMSULOSIN AUROBINDO  TAMSULOSIN  UNKNOWN  UNKNOWN 

	TAMSULOSIN HYDROCHLORIDE 

	TAMSULOSIN 0 4MG CAP 0 4 MG LABORATORIOS NOLVER  ARGENTINA

	TAMSULOSIN 0 4MG  TAMSULOSIN  UNKNOWN  0 4MG

	UNKNOWN  TAMSULOSIN  UNKNOWN

	TAMSULOSIN WINTHROP LP  TAMSULOSINE  CAPSULE

	TAMSULOSIN 0 4 MG SAND

	TAMSULOSIN   1 A PHARMA

	UNKNOWN  TAMSULOSIN  CAPSULE

	UNKNOWN  TAMSULOSIN UNKNOWN

	TAMSULOSIN DURA 0 4 MG

	TAMSULOSIN 400 G

	DIFFUNDOX  TAMSULOSIN  CAPSULE

	TAMSULOSIN HCL CAPSULES  USP

	TAMSULOSIN 0 4MG ACTAVIS PHARMA

	TAMSULOSIN SANDOZ

	DUTASTERIDE   TAMSULOSIN CAPSULE

	TAMSULOSIN HYDROCHLORIDE CAPSULES USP 0 4 MG

	MYLAN BRAND OF TAMSULOSIN 0 4MG

	TAMSULOSIN  4MG CAP 

	TANSULOSINA MEPHA  TAMSULOSIN  CAPSULE

	ZIDROLIN  TAMSULOSIN  CAPSULE

	TAMSULOSIN  TEVA 

	TAMSULOSIN MYLAN GENERICS

	TAMSULOSIN HCL 0 4 MG

	IC TAMSULOSIN HCL 0 4 MG

	TAMSULOSIN CR

	UNKNOWN  TAMSULOSIN  UKNOWN

	TAMSULOSIN BASICS 0 4 MG HARTKAPSEL  RETARDIERT

	TAMSULOSIN RANBAXY 0 4MG CAPSULE A RILASCIO PROLONGATO

	TAMSULOSIN 4MG VA OPC

	TAMSULOSIN 0 4MG ACTAVIS ELIZABE DIST ACTAVIS

	TAMSULOSIN  4MG ACTAVIS

	TAMSULOSIN TAMSULOSIN HYDROCHLORIDE

	TAMSULOSIN HEXAL RETARD

	TAMSULOSIN HCL 0 4MG CAPS

	TAMSULOSIN HARD CAPSULE

	TAMSULOSIN  GENERIC FLOMAX 

	TAMSULOSIN MYLAN

	DUTASTERIDE AND TAMSULOSIN HYDROCHLORIDE

	TAMSULOSIN 0 4 MG ZYDUS

	TAMSULOSIN  0 4MG

	TAMSULOSIN  0 4 MG MYLAN

	TAMSULOSIN MEPHA RETARD DEPOCAPS

	TAMSULOSIN RATIOPHARM 0 4 MG

	TAMSULOSIN  0 4MG CITRON PHA

	TAMSULOSIN 0 4MG ZYDUS

	TAMSULOSIN CAP 0 4MG ZYDUS

	TAMSULOSIN ABZ 0 4 MG HARTKAPSELN

	TAMSULOSIN RATIOPHARM 0 4 MG HARTKAPSELN MIT VER NDERTER WIRKSTOFFFREI

	TAMSULOSIN HAS CAPS 0 4MG   4 MG ZYDUS

	TAMSULOSIN HCL CAPS 0 4MG  0 4 MG ZYDUS PHARM

	TAMSULOSIN  ABZ

	TAMSULOSIN   4 MG VA

	TAMSULOSIN HCL 0 4 MG CAP  0 4 MG SUN

	TAMSULOSIN HCL CR 0 4MG

	TAMSULOSIN PROLONGED RELEASE HARD CAPSULE

	TAMSULOSIN 0 4 CAPSULE

	TAMSULOSIN UNKNOWN

	TAMSULOSIN CAP  0 4 MG

	TAMSULOSIN CAP 0 4MG SUN PHARMACEUTICAL

	TAMSULOSIN CITRON PHARMA

	TAMSULOSIN CT 0 4 MG HARTKAPSELN

	TAMSULOSIN HCL PATHEON

	TAMSULOSIN HCL 0 4 MG CAPSULE

	TAMSULOSIN HYDROCHLORIDE 0 4 MG

	TAMSULOSIN 400MG

	TAMSULOSIN 0 4MG SANDOZ

	SANDOZ TAMSULOSIN CR

	TAMSULOSIN HCL O 4MG

	TAMSULOSIN SUB FOR FLOMAX

	TAMSULOSIN RATIOPHARM 0 4 MG HARTKPS  MIT VERAEND  WIRKSTOFFFREISETZUN

	

	TAMSULOSIN 0 4MG 2X PER DAY ACTAVIS TSL 0 4

	TAMSULOSIN  HCL

	TAMSULOSIN ARROW 0 4MG PROLONGED RELEASE CAPSULES

	GENERIC TAMSULOSIN 0 4MG CAP ZYD

	AUROBINDO PHARMA TAMSULOSIN HCL 0 4MG

	TAMSULOSIN GENERIC FOR FLOMAX

	TAMSULOSIN HCL 0 4MG

	TAMSULOSIN HYDROCHLORIDE OD TABLET 0 2MG TYK

	TAMSULOSIN HCL 0 4MG CAPSULE

	TAMSULOSIN  4 MG ZA 18

	TAMSULOSIN HARDCAPSULE

	TAMSULOSIN CAPSULE WITH REGULATED RELEASE  0 4 MG

	TAMSULOSIN  2751CH 

	TAMSULOSIN ABZ 0 4 MG HARTKAPSELN MIT VERAENDERTER WIRKSTOFFFREISETZUN

	TAMSULOSIN HCI

	TAMSULOSIN PROLONGED RELEASE CAPSULES  HARD

	TAMSULOSIN ABZ 0 4 MG HARTKAPSELN MIT VER NDERTER WIRKSTOFFFREISETZUNG

	TAMSULOSIN TEVA

	TAMSULOSIN HYDROCHLORIDE MODIFIED RELEASE CAPSULE  HARD

	TAMSULOSIN HEXAL

	TAMSULOSIN HCL SANDOZ

	TAMSULOSIN 0 4 MG CAPSULE

	TAMSULOSIN CAP

	TAMSULOSIN SODIUM SANDOZ

	TAMSULOSIN 0 4MG CAPSULES

	TAMSULOSIN HCLCAP 0 4MG

	TAMSULOSIN PROLONGED RELEASE CAPSULE

	TAMSULOSIN 0 5

	TAMSULOSIN HCL 0 4 MG CAP

	TAMSULOSIN 0 45 MG CAP ACT

	TAMSULOSIN CAPSULES 0 4 MG

	TAMSULOSIN HCL TAMSULOSIN

	TAMSULOSIN MODIFIED RELEASE CAPSULE  HARD

	TAMSULOSIN HCL 0 4

	TAMSULOSIN BRAND  FLOMAX

	TAMSULOSIN CAPSULE

	TAMSULOSIN MODIFIED RELEASE CAPSULES

	TAMSULOSIN 0 4 MG MODIFIED RELEASE CAPSULES  HARD

	TAMSULOSIN AUROBINDO

	TAMSULOSIN CAP 0 4MG

	TAMSULOSIN AUROBINDO ITALIA 0 4 MG MODIFIED RELEASE CAPSULES

	TAMSULOSIN HEXAL RETARD 0 4 MG   KAPSELN

	TAMSULOSIN OMNIC TOCAS

	TAMSULOSIN 0 4MG CAP

	TAMSULOSIN 0 4MILLIGRAM CAPSULE

	TAMSULOSIN 0 4

	TAMSULOSIN MYLAN GENERICS 0 4 MG CAPSULE RIGIDE A RILASCIO MODIFICATO

	TAMSULOSIN RATIOPHARM 0 4 MG HARTKAPSELN

	TAMSULOSIN HCL AUROBINDO RETARD 0 4 MG MODIFIED RELEASE CAPSULES  HARD

	TAMSULOSIN  TAMSULOSIN HCL 0 4MG CAP 

	TAMSULOSIN   1 A PHARMA 0 4 MG RETARDTABLETTEN

	TAMSULOSIN HCL AUROBINDO SUSTAINED RELEASE 0 4MG CAPSULES  HARD

	TAMSULOSIN 0 4MG CAP ZYD

	TAMSULOSIN HCL 0 4 MG CAPS  CRN  RLH REF  2520034094557

	TAMSULOSIN 0 4 MG CAP ACT

	TAMSULOSIN SANDOZ ECO

	TAMSULOSIN  TAMSULOSIN HYDROCHLORIDE 

	TAMSULOSIN HYDROCHLORID ECAP 0 4MG

	TAMSULOSIN 0 4 MG HARD CAPSULE

	TAMSULOSIN TEVA 0 4MG CAPSULE RIGIDE A RILASCIO MODIFICATO

	TAMSULOSIN  TAMSULOSIN HCL 0 4MG CAP

	TAMSULOSIN PROLONGED RELEASE TABLETS

	TAMSULOSIN HYDROCHLORIDE 0 4 MG CAPSULE

	ITAMSULOSIN HCL 0 4MG CAPSULE BY CITRON PHARMACAL

	TAMSULOSIN 0 4 MG PROLONGED RELEASE CAPSULE

	TEVA TAMSULOSIN CR

	TAMSULOSIN HCL 0 4 MG CAPSULES

	TAMSULOSIN   CAP 0 4MG

	SANDOZ TAMSULOSIN SR

	TAMSULOSIN ESPARMA

	TAMSULOSIN ALNA

	TAMSULOSIN HCL 0 0 MG CAPSULE

	DUTASTERIDE TAMSULOSIN HYDROCHLORIDE

	TAMSULOSIN HYDROCHLORIDE 0 4MG CAP SANO GENERIC FOR FLOMAX 0 4MG

	TAMSULOSIN 0 4MG CAPSULE SUN PHARMA

	TAMSULOSIN TEVA 0 4MG HARD CAPSULES WITH MODIFIED RELEASE

	DUTASTERIDE TAMSULOSIN CAPSULE

	DUTASTERIDE TAMSULOSIN RATIOPHARM

	TAMSULOSIN RATIOPHARM DEPOTTAB 0 4 MG

	TAMSULOSIN  TAMSULOSIN HCL 0 4 MG CAP 

	TAMSULOSIN ARROW

	TAMSULOSIN RATIOPHARM 0 4MG HARTKAPS M VERAEND WIRK 

	ZYDUS BRAND TAMSULOSIN 0 4MG CAPSULE

	TAMSULOSIN HYDROCHLORIDE 0 4 MILLIGRAM CAPSULE

	TAMSULOSIN HYDROCHLORIDE OD TABLET 0 2MG  TYK 

	TAMSULOSIN PROLONGED RELEASE TABLET

	DUTASTERIDE TAMSULOSIN HCL  NON SPECIFIC 

	JOSIR  TAMSULOSIN   NR 

	OMIX  TAMSULOSIN   NR 

	OMIX  TAMSULOSIN   NR   TAMSULOSIN HYDROCHLORIDE 

	SECOTEX CAPSULES 0 4 MG KA   TAMSULOSIN HYDROCHLORIDE 

	HARNAL  TAMSULOSIN   TAMSULOSIN HYDROCHLORIDE 

	SECOTEX CAPSULES 0 4 MG  KA   TAMSULOSIN HYDROCHLORIDE 

	OMIX  TAMSULOSIN HYDROCHLORIDE   TAMSULOSI   NR 

	HARNAL  TAMSULOSIN   NR   TAMSULOSIN HYDROCHLORIDE 

	SECOTEX CAPSULES 0 4MG  TAMSULOSIN   KA   TAMSULOSIN HYDROCHLORIDE 

	SECOTEX CAPSULES 0 4MG KA   TAMSULOSIN HYDROCHLORIDE 

	HARNAL  TAMSULOSIN   KA 

	SECOTEK CAPSULES 0 4MG KA   TAMSULOSIN HYDROCHLORIDE 

	TAMSULOSIN  KA 

	HARNAL  NR  TAMSULOSIN HYDROCHLORIDE 

	SECOTEX CAPSULES 0 4MG  KA   TAMSULOSIN HYDROCHLORIDE 

	HARNAL  TAMSULOSIN   NR 

	UROLOSIN  TAMSULOSIN   KA   TAMSULOSIN HYDROCHLORIDE 

	JOSIR  TAMSULOSIN   KAR 

	TAMSULOSIN CAPSULES  NR   TAMSULOSIN HYDROCHLORIDE 

	OMIX  TAMSULOSIN HYDROCHLORIDE   TAMSULOSIN 

	OMIX  TAMSULOSIN HYDROCHLORIDE   TAMSULOSIN   TAMSULOSIN HYDROCHLORIDE

	SECOTEX  TAMSULOSIN HYDROCHLORIDE 

	SECOTEX CAPSULES 0 4MG  TAMSULOSIN HYDROCHLORIDE 

	PRADIF  TAMSULOSIN  KAR  TAMSULOSIN HYDROCHLORIDE 

	OMIX  TAMSULOSIN HYDROCHLORIDE   TAMSULOSIN   NR 

	TAMSULOSIN  0 4 MG

	TAMSULOSIN CAPSULES  NR 

	TAMSULOSIN HYDROCHLORIDE  TAMSULOSIN HYDROCHLORIDE 

	TAMSULOSIN                  TAMSULOSIN HYDROCHLORIDE 

	TAMSULOSIN NR 

	TAMSULOSIN  TAMSULOSIN   NR   TAMSULOSIN HYDROCHLORIDE 

	OMNIC CAPSULES  TAMSULOSIN   NR 

	ALNA  TAMSULOSIN   TAMSULOSIN HYDROCHLORIDE 

	OMIX                 TAMSULOSIN HYDROCHLORIDE 

	SECOTEX CAPSULES 0 4MG  TAMSULOSIN   KA    TAMSULOSIN HYDROCHLORIDE 

	SECOTEX CAPSULES 0 4MG  KA    TAMSULOSIN HYDROCHLORIDE 

	OMNIC CAPSULES  TAMSULOSIN   NR   TAMSULOSIN HYDROCHLORIDE 

	OMNIC CAPSULES  TAMSULOSIN   KA 

	TAMSULOSIN CAPSULES  TAMSULOSIN   NR   TAMSULOSIN HYDROCHLORIDE 

	ALNA  TAMSULOSIN   KAR   TAMSULOSIN HYDROCHLORIDE 

	OMIX  TAMSULOSIN HYDROCHLORIDE 

	SECOTEX                               TAMSULOSIN HYDROCHLORIDE 

	TAMSULOSIN HYDROCHLORIDE  NR 

	TAMSULOSIN 0 4 MG PO DAILY  ABBOTT 

	TAMSULOSIN OCR

	TAMSULOSIN OCAS

	TAMSULOSIN ORODISPERSABLE CR

	FLOMAXTRA XL  TAMSULOSIN  ORODISPERSABLE CR TABLET 0 4MG

	TAMSULOSIN CAPSULES  TAMSULOSIN 

	TAMSULOSIN  TAMSULOSIN  UNKNOWN

	HARNAL  TAMSULOSIN  ORODISPERSIBLE CR TABLET

	HARNAL TAMSULOSIN  ORODISPERSIBLE CR TABLET

	HARNAL  TAMSULOSIN  ORODISPERSIBLE CR TABLET 

	FLOMAXTRA XL  TAMSULOSIN  ORODISPERSABLE

	TAMSULOSIN 0 4MG ZYDUS PHARMACEUTICALS

	TAMSULOSIN 0 4MG CAPSULE GLOBAL

	TAMSULOSIN DURA

	TAMSULOSIN 0 4MG GLAXO SMITH KLINE

	TAMSULOSIN  NGX 

	TAMSULOSIN SODIUM  NGX 

	TAMSULOSIN 0 4MG  MFR UNKNOWN 

	TAMSULOSIN HYDROCHLORIDE  UNKNOWN 

	TAMSULOSIN  FLOMAX 

	TAMSULOSIN HYDROCHLORIDE  SYNTHON 

	TAMSULOSIN  UNKNOWN 

	TAMSULOSIN MEPHA RETARD

	FLOMAX CAPSULES

	FLOMAX

	FLOMAXTRA

	FLOMAXTRA XL

	FLOMAX RELIEF

	FLOMAX  4 MG GENERIC MANUFACTURER  MED  CO 

	FLOMAX TAMSULOSIN

	FLOMAX CR

	FLOMAX RELIEF MR

	FLOMAX MR






Supplementary Table 2. Two-by-two contingency table for disproportionality analyses. 

	
	Target AEs
	Other AEs
	Total

	
	a
	b
	a+b

	Other drugs 
	c
	d
	c+d

	Total
	a+c
	b+d
	a+b+c+d


Abbreviation: AEs, adverse events; a, number of reports containing both the target drug and target adverse drug reaction; b, number of reports containing other adverse drug reaction of the target drug; c, number of reports containing the target adverse drug reaction of other drugs; d, number of reports containing other drugs and other adverse drug reactions. 

Supplementary Table 3. Four major algorithms used for signal detection. 
	Algorithms
	Equation
	Criteria

	ROR
	ROR=ad/b/c
	lower limit of 95% CI>1, N≥3

	
	95%CI=eln(ROR)±1.96(1/a+1/b+1/c+1/d)^0.5
	

	PRR
	PRR=a(c+d)/c/(a+b)
	PRR≥2, χ2≥4, N≥3

	
	χ2=[(ad-bc)^2](a+b+c+d)/[(a+b)(c+d)(a+c)(b+d)]
	

	BCPNN
	IC=log2a(a+b+c+d)(a+c)(a+b)
	IC025>0

	
	95%CI= E(IC) ± 2V(IC)^0.5
	

	MGPS
	EBGM=a(a+b+c+d)/(a+c)/(a+b)
	EBGM05>2

	
	95%CI=eln(EBGM)±1.96(1/a+1/b+1/c+1/d)^0.5
	


Abbreviation: a, number of reports containing both the target drug and target adverse drug reaction; b, number of reports containing other adverse drug reaction of the target drug; c, number of reports containing the target adverse drug reaction of other drugs; d, number of reports containing other drugs and other adverse drug reactions. 95%CI, 95% confidence interval; N, the number of reports; χ2, chi-squared; IC, information component; IC025, the lower limit of 95% CI of the IC; E(IC), the IC expectations; V(IC), the variance of IC; EBGM, empirical Bayesian geometric mean; EBGM05, the lower limit of 95% CI of EBGM. The denominators for all imbalance analysis methods were based on the full set of adverse event entries included in all reports of the primary suspect drug in the FAERS database.

Supplementary Table 4. FEARS Frequency Statistics for Annual Reporting (Q1 2004-Q2 2024).
	Get DataYear
	Number

	2004
	103

	2005
	337

	2006
	174

	2007
	563

	2008
	1095

	2009
	1120

	2010
	560

	2011
	269

	2012
	220

	2013
	165

	2014
	313

	2015
	549

	2016
	521

	2017
	430

	2018
	588

	2019
	611

	2020
	664

	2021
	572

	2022
	475

	2023
	463

	2024
	279



Supplementary Table 5. Time to onset of Tamsulosin-associated adverse events and Weibull distribution analysis.
	Drug
	TTO(days)
	Weibull distribution

	Tamsulosin
	Case reports
	Median(d)
[bookmark: OLE_LINK2](IQR)
	Scale parameter: α(95%CI)
	Shape parameter: β(95%CI)
	Patterns

	
	2362
	35(4-362)
	138.11
(124.70-151.51)
	0.44(0.43-0.45)
	Early failure


[bookmark: OLE_LINK3]Abbreviation: TTO, time to onset; CI, confidence interval; IQR, interquartile range.


Supplementary Table 6. Positive PT signals of tamsulosin-associated AEs were obtained according to the ROR algorithm and they were sorted by the number of reports.
	PT
	Case numbers
	ROR(95%CI)
	PRR(2)
	EBGM(EBGM05)
	IC(IC025)

	DRUG INEFFECTIVE
	410
	2.56 ( 2.28 - 2.86 )
	2.49 ( 284.58 )
	2.14 ( 1.94 )
	1.1 ( 0.94 )

	DIZZINESS
	377
	3.07 ( 2.72 - 3.46 )
	2.98 ( 369.01 )
	2.45 ( 2.21 )
	1.29 ( 1.12 )

	NOCTURIA
	189
	8.69 ( 7.08 - 10.68 )
	8.53 ( 614.27 )
	4.67 ( 3.93 )
	2.22 ( 1.96 )

	POLLAKIURIA
	143
	3.43 ( 2.82 - 4.17 )
	3.39 ( 170.74 )
	2.68 ( 2.28 )
	1.42 ( 1.15 )

	HYPOTENSION
	131
	1.42 ( 1.18 - 1.71 )
	1.42 ( 13.75 )
	1.35 ( 1.16 )
	0.44 ( 0.17 )

	URINARY RETENTION
	130
	2.25 ( 1.85 - 2.73 )
	2.23 ( 69.71 )
	1.96 ( 1.67 )
	0.97 ( 0.7 )

	SYNCOPE
	130
	1.65 ( 1.37 - 2 )
	1.64 ( 27.54 )
	1.54 ( 1.31 )
	0.62 ( 0.34 )

	LOSS OF CONSCIOUSNESS
	109
	2.64 ( 2.13 - 3.28 )
	2.62 ( 83.05 )
	2.22 ( 1.86 )
	1.15 ( 0.85 )

	HEADACHE
	105
	1.79 ( 1.45 - 2.21 )
	1.78 ( 29.58 )
	1.64 ( 1.37 )
	0.71 ( 0.41 )

	DYSURIA
	103
	2.25 ( 1.8 - 2.8 )
	2.23 ( 55.21 )
	1.97 ( 1.64 )
	0.97 ( 0.66 )

	ORTHOSTATIC HYPOTENSION
	102
	2.15 ( 1.73 - 2.68 )
	2.14 ( 49.36 )
	1.9 ( 1.58 )
	0.93 ( 0.61 )

	IRIS DISORDER
	93
	84.38 ( 42.55 - 167.32 )
	83.53 ( 669.93 )
	8.28 ( 4.67 )
	3.05 ( 2.64 )

	CATARACT
	85
	6.47 ( 4.86 - 8.61 )
	6.42 ( 217.32 )
	4.02 ( 3.17 )
	2.01 ( 1.63 )

	VISION BLURRED
	85
	2.6 ( 2.03 - 3.32 )
	2.58 ( 62.76 )
	2.2 ( 1.79 )
	1.14 ( 0.79 )

	PROCEDURAL COMPLICATION
	82
	111.47 ( 48.64 - 255.43 )
	110.47 ( 607.15 )
	8.46 ( 4.23 )
	3.08 ( 2.64 )

	RHINORRHOEA
	80
	12.07 ( 8.54 - 17.06 )
	11.98 ( 324.81 )
	5.42 ( 4.06 )
	2.44 ( 2.03 )

	BLOOD PRESSURE DECREASED
	72
	2.8 ( 2.14 - 3.66 )
	2.78 ( 61.46 )
	2.33 ( 1.86 )
	1.22 ( 0.84 )

	SEMEN VOLUME DECREASED
	69
	6.68 ( 4.86 - 9.2 )
	6.64 ( 181.81 )
	4.1 ( 3.14 )
	2.03 ( 1.62 )

	INSOMNIA
	68
	2.09 ( 1.6 - 2.73 )
	2.08 ( 30.53 )
	1.86 ( 1.49 )
	0.9 ( 0.51 )

	EJACULATION FAILURE
	64
	5.78 ( 4.19 - 7.97 )
	5.75 ( 146.97 )
	3.77 ( 2.89 )
	1.92 ( 1.49 )

	NASAL CONGESTION
	60
	4.64 ( 3.38 - 6.38 )
	4.62 ( 108.48 )
	3.3 ( 2.53 )
	1.72 ( 1.29 )

	PRODUCT SUBSTITUTION ISSUE
	57
	3.38 ( 2.48 - 4.6 )
	3.36 ( 67 )
	2.67 ( 2.06 )
	1.42 ( 0.98 )

	RETROGRADE EJACULATION
	54
	6.45 ( 4.51 - 9.23 )
	6.42 ( 137.9 )
	4.02 ( 2.98 )
	2.01 ( 1.54 )

	URINE FLOW DECREASED
	53
	3.81 ( 2.75 - 5.28 )
	3.79 ( 74.29 )
	2.9 ( 2.21 )
	1.54 ( 1.08 )

	BACK PAIN
	48
	1.42 ( 1.05 - 1.94 )
	1.42 ( 5.12 )
	1.36 ( 1.05 )
	0.44 ( 0 )

	URINARY INCONTINENCE
	47
	3.2 ( 2.28 - 4.49 )
	3.19 ( 50.84 )
	2.57 ( 1.94 )
	1.36 ( 0.89 )

	PALPITATIONS
	46
	2.29 ( 1.65 - 3.18 )
	2.28 ( 25.88 )
	2 ( 1.52 )
	1 ( 0.53 )

	SOMNOLENCE
	44
	1.88 ( 1.35 - 2.61 )
	1.87 ( 14.55 )
	1.71 ( 1.3 )
	0.77 ( 0.3 )

	IRIDOCELE
	44
	51.05 ( 22.99 - 113.37 )
	50.81 ( 295.07 )
	7.84 ( 4.02 )
	2.97 ( 2.38 )

	DYSPHAGIA
	40
	2.04 ( 1.44 - 2.88 )
	2.03 ( 16.83 )
	1.83 ( 1.37 )
	0.87 ( 0.37 )

	MICTURITION URGENCY
	39
	2.87 ( 1.99 - 4.14 )
	2.87 ( 35.04 )
	2.38 ( 1.75 )
	1.25 ( 0.74 )

	MIOSIS
	38
	34.27 ( 16.57 - 70.89 )
	34.13 ( 234.14 )
	7.34 ( 4 )
	2.88 ( 2.25 )

	BLOOD PRESSURE INCREASED
	37
	1.65 ( 1.16 - 2.35 )
	1.64 ( 7.76 )
	1.53 ( 1.14 )
	0.62 ( 0.11 )

	HYPERHIDROSIS
	36
	1.56 ( 1.09 - 2.23 )
	1.56 ( 6.02 )
	1.47 ( 1.09 )
	0.55 ( 0.04 )

	HEART RATE INCREASED
	36
	3.35 ( 2.27 - 4.95 )
	3.34 ( 41.92 )
	2.66 ( 1.92 )
	1.41 ( 0.87 )

	FLOPPY IRIS SYNDROME
	32
	7.01 ( 4.37 - 11.26 )
	6.99 ( 88.17 )
	4.21 ( 2.83 )
	2.07 ( 1.46 )

	DRY MOUTH
	31
	2.16 ( 1.46 - 3.22 )
	2.16 ( 15.27 )
	1.92 ( 1.37 )
	0.94 ( 0.37 )

	MIDDLE INSOMNIA
	29
	10.69 ( 6.14 - 18.61 )
	10.66 ( 109.52 )
	5.17 ( 3.25 )
	2.37 ( 1.71 )

	THERAPEUTIC RESPONSE DECREASED
	27
	4.38 ( 2.74 - 6.99 )
	4.36 ( 45.52 )
	3.19 ( 2.15 )
	1.67 ( 1.04 )

	EJACULATION DISORDER
	27
	2.63 ( 1.71 - 4.07 )
	2.63 ( 20.6 )
	2.23 ( 1.55 )
	1.16 ( 0.55 )

	CATARACT OPERATION COMPLICATION
	26
	26.34 ( 11.92 - 58.2 )
	26.27 ( 148.77 )
	6.95 ( 3.58 )
	2.8 ( 2.06 )

	VISUAL ACUITY REDUCED
	25
	2.93 ( 1.86 - 4.64 )
	2.93 ( 23.34 )
	2.42 ( 1.65 )
	1.27 ( 0.63 )

	HEAD INJURY
	24
	2.56 ( 1.61 - 4.05 )
	2.55 ( 17.25 )
	2.18 ( 1.48 )
	1.12 ( 0.48 )

	PUPILLARY DISORDER
	23
	186.38 ( 25.17 - 1380.34 )
	185.92 ( 176.31 )
	8.7 ( 1.63 )
	3.12 ( 2.3 )

	CHEST DISCOMFORT
	22
	2.02 ( 1.27 - 3.23 )
	2.02 ( 9.09 )
	1.82 ( 1.23 )
	0.86 ( 0.2 )

	PRIAPISM
	21
	4.48 ( 2.63 - 7.63 )
	4.47 ( 36.42 )
	3.23 ( 2.07 )
	1.69 ( 0.97 )

	DIZZINESS POSTURAL
	19
	3.58 ( 2.08 - 6.14 )
	3.57 ( 24.42 )
	2.78 ( 1.77 )
	1.48 ( 0.74 )

	LETHARGY
	19
	3.42 ( 2 - 5.85 )
	3.41 ( 22.81 )
	2.7 ( 1.72 )
	1.43 ( 0.69 )

	URINARY HESITATION
	18
	5.03 ( 2.79 - 9.05 )
	5.02 ( 35.74 )
	3.48 ( 2.13 )
	1.8 ( 1.02 )

	CIRCULATORY COLLAPSE
	17
	1.96 ( 1.16 - 3.34 )
	1.96 ( 6.47 )
	1.77 ( 1.14 )
	0.83 ( 0.08 )

	HEART RATE DECREASED
	16
	2.44 ( 1.4 - 4.27 )
	2.44 ( 10.46 )
	2.11 ( 1.32 )
	1.07 ( 0.29 )

	BLOOD URINE PRESENT
	15
	1.96 ( 1.11 - 3.44 )
	1.96 ( 5.65 )
	1.77 ( 1.1 )
	0.82 ( 0.03 )

	INCONTINENCE
	14
	4.2 ( 2.2 - 8.01 )
	4.19 ( 22.41 )
	3.1 ( 1.81 )
	1.63 ( 0.76 )

	RHINITIS
	14
	4.05 ( 2.13 - 7.69 )
	4.04 ( 21.38 )
	3.03 ( 1.77 )
	1.6 ( 0.73 )

	EYE PAIN
	14
	2.57 ( 1.41 - 4.7 )
	2.57 ( 10.21 )
	2.19 ( 1.33 )
	1.13 ( 0.3 )

	LACRIMATION INCREASED
	13
	3.09 ( 1.63 - 5.86 )
	3.09 ( 13.31 )
	2.51 ( 1.47 )
	1.33 ( 0.45 )

	BLADDER CANCER
	13
	1.88 ( 1.03 - 3.43 )
	1.88 ( 4.32 )
	1.71 ( 1.03 )
	0.78 ( -0.07 )

	INTRAOCULAR PRESSURE INCREASED
	13
	3.39 ( 1.77 - 6.49 )
	3.39 ( 15.44 )
	2.68 ( 1.56 )
	1.42 ( 0.54 )

	EYE DISORDER
	13
	3.9 ( 2.01 - 7.55 )
	3.89 ( 18.87 )
	2.95 ( 1.7 )
	1.56 ( 0.67 )

	BLINDNESS UNILATERAL
	13
	6.19 ( 3 - 12.75 )
	6.18 ( 32.01 )
	3.94 ( 2.15 )
	1.98 ( 1.05 )

	DISCOMFORT
	12
	2.26 ( 1.19 - 4.28 )
	2.26 ( 6.56 )
	1.98 ( 1.16 )
	0.99 ( 0.1 )

	POST PROCEDURAL COMPLICATION
	12
	8.09 ( 3.63 - 18.02 )
	8.08 ( 37.25 )
	4.54 ( 2.32 )
	2.18 ( 1.2 )

	FEELING COLD
	12
	3.24 ( 1.66 - 6.32 )
	3.23 ( 13.23 )
	2.6 ( 1.48 )
	1.38 ( 0.46 )

	CYSTITIS
	11
	2.12 ( 1.09 - 4.12 )
	2.12 ( 5.14 )
	1.89 ( 1.08 )
	0.91 ( -0.01 )

	PROSTATIC DISORDER
	11
	2.07 ( 1.07 - 4.01 )
	2.07 ( 4.83 )
	1.85 ( 1.06 )
	0.89 ( -0.03 )

	BLINDNESS
	11
	2.47 ( 1.26 - 4.86 )
	2.47 ( 7.37 )
	2.13 ( 1.21 )
	1.09 ( 0.16 )

	MICTURITION DISORDER
	10
	2.45 ( 1.21 - 4.97 )
	2.45 ( 6.59 )
	2.11 ( 1.17 )
	1.08 ( 0.11 )

	URINARY TRACT DISORDER
	10
	2.7 ( 1.32 - 5.52 )
	2.69 ( 8 )
	2.27 ( 1.25 )
	1.18 ( 0.2 )

	HEART RATE IRREGULAR
	10
	2.07 ( 1.03 - 4.16 )
	2.07 ( 4.42 )
	1.85 ( 1.04 )
	0.89 ( -0.07 )

	CATARACT OPERATION
	10
	6.74 ( 2.91 - 15.61 )
	6.74 ( 26.65 )
	4.13 ( 2.05 )
	2.05 ( 0.99 )

	NIGHTMARE
	10
	2.53 ( 1.24 - 5.14 )
	2.53 ( 7.03 )
	2.16 ( 1.19 )
	1.11 ( 0.14 )

	INJURY
	9
	2.7 ( 1.27 - 5.73 )
	2.69 ( 7.2 )
	2.27 ( 1.21 )
	1.18 ( 0.15 )

	COLD SWEAT
	9
	2.21 ( 1.06 - 4.61 )
	2.2 ( 4.66 )
	1.95 ( 1.05 )
	0.96 ( -0.05 )

	RETINAL DETACHMENT
	9
	2.14 ( 1.03 - 4.46 )
	2.14 ( 4.32 )
	1.9 ( 1.03 )
	0.93 ( -0.08 )

	PAIN IN JAW
	9
	3.31 ( 1.52 - 7.19 )
	3.31 ( 10.28 )
	2.64 ( 1.38 )
	1.4 ( 0.35 )

	HAEMATOSPERMIA
	9
	2.51 ( 1.19 - 5.3 )
	2.51 ( 6.23 )
	2.15 ( 1.15 )
	1.11 ( 0.08 )

	SINUSITIS
	9
	2.35 ( 1.12 - 4.93 )
	2.35 ( 5.39 )
	2.04 ( 1.1 )
	1.03 ( 0.01 )

	DISEASE RECURRENCE
	8
	3.08 ( 1.36 - 6.96 )
	3.08 ( 8.14 )
	2.51 ( 1.27 )
	1.33 ( 0.23 )

	UNEVALUABLE EVENT
	8
	2.59 ( 1.17 - 5.74 )
	2.59 ( 5.9 )
	2.2 ( 1.13 )
	1.14 ( 0.06 )

	BLOOD PRESSURE FLUCTUATION
	8
	4.31 ( 1.83 - 10.18 )
	4.31 ( 13.27 )
	3.16 ( 1.54 )
	1.66 ( 0.53 )

	TOOTHACHE
	8
	3.59 ( 1.56 - 8.27 )
	3.59 ( 10.37 )
	2.79 ( 1.39 )
	1.48 ( 0.37 )

	HEAD DISCOMFORT
	7
	4.72 ( 1.86 - 11.99 )
	4.72 ( 12.94 )
	3.35 ( 1.53 )
	1.74 ( 0.54 )

	BLOOD PRESSURE SYSTOLIC DECREASED
	7
	2.7 ( 1.15 - 6.34 )
	2.69 ( 5.6 )
	2.27 ( 1.11 )
	1.18 ( 0.03 )

	PUPIL FIXED
	7
	28.31 ( 5.88 - 136.31 )
	28.29 ( 40.96 )
	7.06 ( 1.9 )
	2.82 ( 1.45 )

	SINUS CONGESTION
	6
	8.09 ( 2.61 - 25.08 )
	8.08 ( 18.62 )
	4.54 ( 1.76 )
	2.18 ( 0.83 )

	CONJUNCTIVITIS
	6
	3.47 ( 1.33 - 9.02 )
	3.46 ( 7.36 )
	2.72 ( 1.22 )
	1.45 ( 0.19 )

	BLADDER SPASM
	6
	3.03 ( 1.19 - 7.75 )
	3.03 ( 5.94 )
	2.48 ( 1.13 )
	1.31 ( 0.06 )

	NASAL DRYNESS
	6
	5.39 ( 1.92 - 15.15 )
	5.39 ( 12.87 )
	3.63 ( 1.53 )
	1.86 ( 0.55 )

	IRIS ATROPHY
	6
	24.27 ( 4.9 - 120.24 )
	24.25 ( 33.44 )
	6.81 ( 1.79 )
	2.77 ( 1.31 )

	PUPILLARY REFLEX IMPAIRED
	6
	12.13 ( 3.42 - 43 )
	12.12 ( 24.5 )
	5.45 ( 1.89 )
	2.45 ( 1.05 )

	ANGLE CLOSURE GLAUCOMA
	5
	10.11 ( 2.71 - 37.65 )
	10.1 ( 18.23 )
	5.05 ( 1.68 )
	2.34 ( 0.85 )

	PANIC REACTION
	5
	10.11 ( 2.71 - 37.65 )
	10.1 ( 18.23 )
	5.05 ( 1.68 )
	2.34 ( 0.85 )

	ERECTION INCREASED
	5
	3.37 ( 1.19 - 9.57 )
	3.37 ( 5.88 )
	2.67 ( 1.12 )
	1.42 ( 0.06 )

	SINUS DISORDER
	5
	3.11 ( 1.11 - 8.73 )
	3.11 ( 5.17 )
	2.52 ( 1.06 )
	1.34 ( -0.02 )

	IMPAIRED DRIVING ABILITY
	5
	6.74 ( 2.06 - 22.09 )
	6.74 ( 13.32 )
	4.13 ( 1.53 )
	2.05 ( 0.6 )

	NASAL OEDEMA
	4
	10.78 ( 2.41 - 48.18 )
	10.78 ( 15.21 )
	5.19 ( 1.48 )
	2.38 ( 0.73 )

	HYPERCHLORHYDRIA
	4
	8.09 ( 2.02 - 32.34 )
	8.08 ( 12.42 )
	4.54 ( 1.42 )
	2.18 ( 0.57 )

	PRODUCT PHYSICAL ISSUE
	4
	3.59 ( 1.11 - 11.67 )
	3.59 ( 5.18 )
	2.79 ( 1.04 )
	1.48 ( -0.02 )

	CARDIAC FLUTTER
	4
	5.39 ( 1.52 - 19.11 )
	5.39 ( 8.58 )
	3.63 ( 1.26 )
	1.86 ( 0.3 )

	MALE ORGASMIC DISORDER
	4
	8.09 ( 2.02 - 32.34 )
	8.08 ( 12.42 )
	4.54 ( 1.42 )
	2.18 ( 0.57 )

	CHOROIDAL DETACHMENT
	4
	4.04 ( 1.22 - 13.43 )
	4.04 ( 6.11 )
	3.03 ( 1.11 )
	1.6 ( 0.08 )

	PRODUCT COLOUR ISSUE
	4
	16.17 ( 2.96 - 88.32 )
	16.17 ( 18.97 )
	6.06 ( 1.46 )
	2.6 ( 0.91 )

	PRODUCT USE COMPLAINT
	4
	4.04 ( 1.22 - 13.43 )
	4.04 ( 6.11 )
	3.03 ( 1.11 )
	1.6 ( 0.08 )

	UPPER-AIRWAY COUGH SYNDROME
	4
	5.39 ( 1.52 - 19.11 )
	5.39 ( 8.58 )
	3.63 ( 1.26 )
	1.86 ( 0.3 )

	LIBIDO INCREASED
	4
	5.39 ( 1.52 - 19.11 )
	5.39 ( 8.58 )
	3.63 ( 1.26 )
	1.86 ( 0.3 )

	SPONTANEOUS PENILE ERECTION
	3
	4.04 ( 1.01 - 16.17 )
	4.04 ( 4.58 )
	3.03 ( 0.95 )
	1.6 ( -0.11 )

	PRODUCT FORMULATION ISSUE
	3
	12.13 ( 2.03 - 72.6 )
	12.12 ( 12.25 )
	5.45 ( 1.22 )
	2.45 ( 0.58 )

	DACRYOCYSTITIS
	3
	4.04 ( 1.01 - 16.17 )
	4.04 ( 4.58 )
	3.03 ( 0.95 )
	1.6 ( -0.11 )

	DACRYOSTENOSIS ACQUIRED
	3
	4.85 ( 1.16 - 20.3 )
	4.85 ( 5.73 )
	3.41 ( 1.03 )
	1.77 ( 0.03 )

	PRURITUS GENITAL
	3
	4.04 ( 1.01 - 16.17 )
	4.04 ( 4.58 )
	3.03 ( 0.95 )
	1.6 ( -0.11 )

	FOOD INTERACTION
	3
	8.09 ( 1.63 - 40.07 )
	8.08 ( 9.31 )
	4.54 ( 1.19 )
	2.18 ( 0.37 )

	CEREBRAL DISORDER
	3
	12.13 ( 2.03 - 72.6 )
	12.12 ( 12.25 )
	5.45 ( 1.22 )
	2.45 ( 0.58 )

	PROSTATIC DYSPLASIA
	3
	8.09 ( 1.63 - 40.07 )
	8.08 ( 9.31 )
	4.54 ( 1.19 )
	2.18 ( 0.37 )

	IRIS ADHESIONS
	3
	8.09 ( 1.63 - 40.07 )
	8.08 ( 9.31 )
	4.54 ( 1.19 )
	2.18 ( 0.37 )

	FOLLICULITIS
	3
	4.85 ( 1.16 - 20.3 )
	4.85 ( 5.73 )
	3.41 ( 1.03 )
	1.77 ( 0.03 )

	OPTIC NERVE DISORDER
	3
	4.85 ( 1.16 - 20.3 )
	4.85 ( 5.73 )
	3.41 ( 1.03 )
	1.77 ( 0.03 )

	DRY THROAT
	3
	6.06 ( 1.36 - 27.1 )
	6.06 ( 7.25 )
	3.89 ( 1.11 )
	1.96 ( 0.19 )

	FACIAL PAIN
	3
	6.06 ( 1.36 - 27.1 )
	6.06 ( 7.25 )
	3.89 ( 1.11 )
	1.96 ( 0.19 )

	FEELING DRUNK
	3
	8.09 ( 1.63 - 40.07 )
	8.08 ( 9.31 )
	4.54 ( 1.19 )
	2.18 ( 0.37 )

	PRESCRIPTION DRUG USED WITHOUT A PRESCRIPTION
	3
	4.04 ( 1.01 - 16.17 )
	4.04 ( 4.58 )
	3.03 ( 0.95 )
	1.6 ( -0.11 )

	THROAT CANCER
	3
	4.85 ( 1.16 - 20.3 )
	4.85 ( 5.73 )
	3.41 ( 1.03 )
	1.77 ( 0.03 )

	DROOLING
	3
	4.85 ( 1.16 - 20.3 )
	4.85 ( 5.73 )
	3.41 ( 1.03 )
	1.77 ( 0.03 )

	DIZZINESS EXERTIONAL
	3
	24.26 ( 2.52 - 233.24 )
	24.25 ( 16.72 )
	6.81 ( 1.03 )
	2.77 ( 0.83 )

	PAINFUL ERECTION
	3
	4.85 ( 1.16 - 20.3 )
	4.85 ( 5.73 )
	3.41 ( 1.03 )
	1.77 ( 0.03 )


Abbreviation: ROR, reporting odds ratio; PRR, proportional reporting ratio; EBGM, empirical Bayesian geometric mean; EBGM05, the lower limit of the 95% CI of EBGM; IC, information component; IC025, the lower limit of the 95% CI of the IC; CI, confidence interval; PT,preferred term; AEs, adverse events.

Supplementary Table 7. Top 50 most frequent adverse events for at the preferred term (PT) level in males from FAERS data.
	PT
	Case numbers
	ROR(95%CI)
	PRR(2)
	EBGM(EBGM05)
	IC(IC025)

	DIZZINESS
	910
	5.28 ( 4.94 - 5.64 )*
	5.11 ( 3011.87 )*
	5.08 ( 4.81 )*
	2.35 ( 2.25 )*

	DRUG INEFFECTIVE
	897
	1.91 ( 1.79 - 2.04 )*
	1.88 ( 374.03 )
	1.87 ( 1.77 )
	0.91 ( 0.81 )*

	SYNCOPE
	300
	6.89 ( 6.15 - 7.73 )*
	6.82 ( 1478.49 )*
	6.76 ( 6.15 )*
	2.76 ( 2.59 )*

	HYPOTENSION
	294
	3.03 ( 2.7 - 3.4 )*
	3.01 ( 394.43 )*
	3 ( 2.73 )*
	1.59 ( 1.42 )*

	FALL
	260
	2.11 ( 1.87 - 2.39 )*
	2.1 ( 150.08 )*
	2.1 ( 1.89 )
	1.07 ( 0.89 )*

	LOSS OF CONSCIOUSNESS
	245
	4.24 ( 3.74 - 4.81 )*
	4.21 ( 597.64 )*
	4.19 ( 3.77 )*
	2.07 ( 1.88 )*

	FATIGUE
	244
	0.86 ( 0.76 - 0.98 )
	0.86 ( 5.47 )
	0.86 ( 0.78 )
	-0.21 ( -0.4 )

	DYSPNOEA
	239
	1.06 ( 0.93 - 1.2 )
	1.06 ( 0.79 )
	1.06 ( 0.95 )
	0.08 ( -0.1 )

	HEADACHE
	229
	1.24 ( 1.09 - 1.42 )*
	1.24 ( 10.77 )
	1.24 ( 1.11 )
	0.31 ( 0.12 )*

	IRIS DISORDER
	211
	2018.73 ( 1558.36 - 2615.12 )*
	2000.8 ( 114891.52 )*
	545.77 ( 439.49 )*
	9.09 ( 8.83 )*

	ASTHENIA
	207
	1.3 ( 1.14 - 1.49 )*
	1.3 ( 14.45 )
	1.3 ( 1.16 )
	0.38 ( 0.18 )*

	ORTHOSTATIC HYPOTENSION
	203
	21.69 ( 18.85 - 24.95 )*
	21.51 ( 3860.58 )*
	20.94 ( 18.62 )*
	4.39 ( 4.18 )*

	OFF LABEL USE
	196
	0.65 ( 0.56 - 0.74 )
	0.65 ( 37.79 )
	0.65 ( 0.58 )
	-0.62 ( -0.83 )

	ERECTILE DYSFUNCTION
	186
	6.81 ( 5.89 - 7.87 )*
	6.77 ( 906.75 )*
	6.71 ( 5.95 )*
	2.75 ( 2.53 )*

	INSOMNIA
	181
	1.78 ( 1.54 - 2.06 )*
	1.77 ( 61.16 )
	1.77 ( 1.57 )
	0.83 ( 0.61 )*

	CATARACT
	170
	9.08 ( 7.8 - 10.57 )*
	9.02 ( 1199.06 )*
	8.93 ( 7.86 )*
	3.16 ( 2.94 )*

	VISION BLURRED
	170
	3.63 ( 3.12 - 4.23 )*
	3.61 ( 320.65 )*
	3.6 ( 3.17 )*
	1.85 ( 1.63 )*

	NAUSEA
	168
	0.73 ( 0.62 - 0.85 )
	0.73 ( 17.1 )
	0.73 ( 0.64 )
	-0.46 ( -0.68 )

	BLOOD PRESSURE DECREASED
	161
	5.24 ( 4.49 - 6.12 )*
	5.21 ( 545.13 )*
	5.18 ( 4.55 )*
	2.37 ( 2.15 )*

	MALAISE
	147
	0.99 ( 0.84 - 1.16 )
	0.99 ( 0.03 )
	0.99 ( 0.86 )
	-0.02 ( -0.26 )

	PROCEDURAL COMPLICATION
	147
	41.42 ( 35.06 - 48.92 )*
	41.17 ( 5461.79 )*
	39.07 ( 33.99 )*
	5.29 ( 5.04 )*

	RHINORRHOEA
	144
	6.31 ( 5.36 - 7.44 )*
	6.28 ( 634.86 )*
	6.24 ( 5.44 )*
	2.64 ( 2.4 )*

	DIARRHOEA
	142
	0.58 ( 0.49 - 0.69 )
	0.59 ( 42.2 )
	0.59 ( 0.51 )
	-0.77 ( -1.01 )

	DRUG INTERACTION
	140
	1.78 ( 1.51 - 2.1 )*
	1.78 ( 47.47 )
	1.77 ( 1.54 )
	0.83 ( 0.58 )*

	RASH
	136
	0.87 ( 0.73 - 1.03 )
	0.87 ( 2.63 )
	0.87 ( 0.76 )
	-0.2 ( -0.45 )

	PRODUCT SUBSTITUTION ISSUE
	135
	6.72 ( 5.67 - 7.97 )*
	6.69 ( 648.2 )*
	6.64 ( 5.76 )*
	2.73 ( 2.48 )*

	PRURITUS
	134
	1.12 ( 0.95 - 1.33 )
	1.12 ( 1.73 )
	1.12 ( 0.97 )
	0.16 ( -0.09 )

	NASAL CONGESTION
	132
	6.88 ( 5.8 - 8.18 )*
	6.85 ( 654.3 )*
	6.8 ( 5.89 )*
	2.77 ( 2.51 )*

	EJACULATION FAILURE
	130
	61.62 ( 51.51 - 73.72 )*
	61.29 ( 7127.08 )*
	56.73 ( 48.83 )*
	5.83 ( 5.56 )*

	PAIN
	125
	0.58 ( 0.49 - 0.69 )
	0.58 ( 37.94 )
	0.58 ( 0.5 )
	-0.78 ( -1.04 )

	BACK PAIN
	123
	1.49 ( 1.25 - 1.78 )*
	1.49 ( 19.97 )
	1.49 ( 1.29 )
	0.58 ( 0.32 )*

	DYSPHAGIA
	115
	2.88 ( 2.4 - 3.46 )*
	2.87 ( 139.83 )*
	2.86 ( 2.46 )*
	1.52 ( 1.25 )*

	CONSTIPATION
	114
	1.43 ( 1.19 - 1.72 )*
	1.43 ( 14.51 )
	1.42 ( 1.22 )
	0.51 ( 0.24 )*

	URINARY INCONTINENCE
	113
	9.8 ( 8.13 - 11.8 )
	9.76 ( 876.99 )
	9.64 ( 8.25 )
	3.27 ( 3 )

	SEMEN VOLUME DECREASED
	112
	108.21 ( 88.73 - 131.97 )*
	107.7 ( 10352.04 )*
	94.29 ( 79.86 )*
	6.56 ( 6.27 )*

	SOMNOLENCE
	110
	1.37 ( 1.14 - 1.65 )*
	1.37 ( 10.91 )
	1.37 ( 1.17 )
	0.45 ( 0.18 )*

	MIOSIS
	109
	24.88 ( 20.55 - 30.13 )*
	24.77 ( 2407.57 )*
	24.01 ( 20.46 )*
	4.59 ( 4.31 )*

	RETROGRADE EJACULATION
	107
	164.32 ( 133.26 - 202.62 )*
	163.58 ( 14191.55 )*
	134.44 ( 112.82 )*
	7.07 ( 6.77 )*

	CONDITION AGGRAVATED
	105
	0.98 ( 0.81 - 1.18 )
	0.98 ( 0.06 )
	0.98 ( 0.83 )
	-0.03 ( -0.31 )

	PALPITATIONS
	104
	3.33 ( 2.75 - 4.04 )*
	3.32 ( 168.09 )*
	3.31 ( 2.82 )*
	1.73 ( 1.44 )*

	MICTURITION URGENCY
	103
	22.82 ( 18.75 - 27.77 )*
	22.72 ( 2076.19 )*
	22.08 ( 18.73 )*
	4.46 ( 4.18 )*

	PROSTATE CANCER
	101
	1.09 ( 0.89 - 1.32 )
	1.09 ( 0.71 )
	1.09 ( 0.92 )
	0.12 ( -0.17 )

	ARTHRALGIA
	98
	0.76 ( 0.63 - 0.93 )
	0.76 ( 7.23 )
	0.76 ( 0.65 )
	-0.39 ( -0.68 )

	FLOPPY IRIS SYNDROME
	98
	478.68 ( 371.46 - 616.85 )*
	476.71 ( 28430.34 )*
	291.71 ( 235.94 )*
	8.19 ( 7.85 )*

	PRODUCT USE IN UNAPPROVED INDICATION
	94
	1.13 ( 0.93 - 1.39 )
	1.13 ( 1.48 )
	1.13 ( 0.96 )
	0.18 ( -0.12 )

	ATRIAL FIBRILLATION
	93
	1.76 ( 1.44 - 2.16 )*
	1.76 ( 30.34 )
	1.76 ( 1.48 )
	0.81 ( 0.51 )*

	BLOOD PRESSURE INCREASED
	93
	1.56 ( 1.27 - 1.92 )*
	1.56 ( 18.72 )
	1.56 ( 1.31 )
	0.64 ( 0.34 )*

	URINE FLOW DECREASED
	92
	48.75 ( 39.47 - 60.22 )*
	48.57 ( 4025.55 )*
	45.67 ( 38.27 )*
	5.51 ( 5.2 )*

	HYPERHIDROSIS
	89
	1.57 ( 1.27 - 1.93 )*
	1.57 ( 18.27 )
	1.57 ( 1.32 )
	0.65 ( 0.34 )*

	OEDEMA PERIPHERAL
	88
	1.71 ( 1.39 - 2.11 )*
	1.71 ( 25.89 )
	1.71 ( 1.43 )
	0.77 ( 0.47 )*


Abbreviation: * indicate statistically significant signals in algorithm; ROR, reporting odds ratio; PRR, proportional reporting ratio; EBGM, empirical Bayesian geometric mean; EBGM05, the lower limit of the 95% CI of EBGM; IC, information component; IC025, the lower limit of the 95% CI of the IC; CI, confidence interval; PT,preferred term; AEs, adverse events.







Supplementary Table 8. Top 50 most frequent adverse events for at the PT level in females from FAERS data.
	PT
	Case numbers
	ROR(95%CI)
	PRR(2)
	EBGM(EBGM05)
	IC(IC025)

	OFF LABEL USE
	135
	7.89 ( 6.61 - 9.41 )*
	7.3 ( 742.42 )*
	7.3 ( 6.3 )*
	2.87 ( 2.61 )*

	PRODUCT USE ISSUE
	60
	13.49 ( 10.42 - 17.46 )*
	13.01 ( 666.89 )*
	13 ( 10.48 )*
	3.7 ( 3.32 )*

	DIZZINESS
	44
	3.11 ( 2.31 - 4.2 )*
	3.06 ( 61.38 )*
	3.05 ( 2.38 )*
	1.61 ( 1.17 )*

	EXPOSURE DURING PREGNANCY
	30
	12.6 ( 8.78 - 18.09 )*
	12.38 ( 314.22 )*
	12.38 ( 9.15 )*
	3.63 ( 3.11 )*

	PRODUCT USE IN UNAPPROVED INDICATION
	29
	6.23 ( 4.31 - 8.99 )*
	6.13 ( 124.85 )*
	6.13 ( 4.51 )*
	2.62 ( 2.08 )*

	HEADACHE
	24
	1.22 ( 0.82 - 1.83 )
	1.22 ( 0.95 )
	1.22 ( 0.87 )
	0.28 ( -0.3 )

	NAUSEA
	23
	0.94 ( 0.63 - 1.43 )
	0.94 ( 0.07 )
	0.94 ( 0.67 )
	-0.08 ( -0.68 )

	HYPOTENSION
	22
	4.74 ( 3.11 - 7.23 )*
	4.69 ( 64.09 )*
	4.69 ( 3.3 )*
	2.23 ( 1.62 )*

	URINARY RETENTION
	21
	34.94 ( 22.71 - 53.77 )*
	34.49 ( 681.93 )*
	34.43 ( 24.01 )*
	5.11 ( 4.49 )*

	DRUG INEFFECTIVE
	20
	0.59 ( 0.38 - 0.92 )
	0.6 ( 5.48 )
	0.6 ( 0.41 )
	-0.74 ( -1.37 )

	SYNCOPE
	20
	7.77 ( 5 - 12.08 )*
	7.69 ( 116.51 )*
	7.69 ( 5.31 )*
	2.94 ( 2.31 )*

	LOSS OF CONSCIOUSNESS
	19
	5.78 ( 3.67 - 9.08 )*
	5.72 ( 74.11 )*
	5.72 ( 3.92 )*
	2.52 ( 1.87 )*

	FALL
	18
	1.86 ( 1.17 - 2.97 )*
	1.85 ( 7.13 )
	1.85 ( 1.26 )
	0.89 ( 0.22 )*

	PRURITUS
	17
	1.7 ( 1.06 - 2.75 )*
	1.69 ( 4.87 )
	1.69 ( 1.14 )
	0.76 ( 0.08 )*

	VISION BLURRED
	17
	4.35 ( 2.7 - 7.01 )*
	4.31 ( 43.36 )*
	4.31 ( 2.89 )*
	2.11 ( 1.42 )*

	DYSPNOEA
	14
	0.91 ( 0.54 - 1.54 )
	0.91 ( 0.13 )
	0.91 ( 0.59 )
	-0.14 ( -0.88 )

	PALPITATIONS
	14
	3.72 ( 2.2 - 6.29 )*
	3.69 ( 27.56 )*
	3.69 ( 2.38 )*
	1.88 ( 1.14 )*

	BLOOD PRESSURE DECREASED
	13
	7.92 ( 4.59 - 13.68 )
	7.87 ( 77.96 )
	7.86 ( 4.98 )
	2.98 ( 2.2 )

	MEDICATION ERROR
	13
	10.48 ( 6.07 - 18.1 )*
	10.4 ( 110.54 )*
	10.4 ( 6.59 )*
	3.38 ( 2.6 )*

	INSOMNIA
	13
	1.73 ( 1 - 2.98 )
	1.72 ( 3.93 )
	1.72 ( 1.09 )
	0.78 ( 0.01 )*

	FATIGUE
	13
	0.6 ( 0.35 - 1.03 )
	0.6 ( 3.48 )
	0.6 ( 0.38 )
	-0.73 ( -1.51 )

	CHEST PAIN
	11
	2.13 ( 1.18 - 3.85 )*
	2.12 ( 6.53 )*
	2.12 ( 1.29 )
	1.08 ( 0.25 )*

	RASH
	11
	0.96 ( 0.53 - 1.74 )
	0.96 ( 0.02 )
	0.96 ( 0.59 )
	-0.06 ( -0.89 )

	FEELING ABNORMAL
	11
	1.47 ( 0.81 - 2.65 )
	1.46 ( 1.62 )
	1.46 ( 0.89 )
	0.55 ( -0.29 )

	ORTHOSTATIC HYPOTENSION
	11
	30.7 ( 16.96 - 55.59 )*
	30.5 ( 313.39 )*
	30.45 ( 18.53 )*
	4.93 ( 4.09 )*

	POLLAKIURIA
	11
	10.86 ( 6 - 19.66 )*
	10.8 ( 97.78 )*
	10.79 ( 6.57 )*
	3.43 ( 2.6 )*

	ABDOMINAL DISCOMFORT
	10
	2.1 ( 1.12 - 3.9 )*
	2.09 ( 5.69 )*
	2.09 ( 1.24 )
	1.06 ( 0.19 )*

	PAIN
	10
	0.54 ( 0.29 - 1 )
	0.54 ( 4 )
	0.54 ( 0.32 )
	-0.89 ( -1.77 )

	SOMNOLENCE
	10
	1.91 ( 1.03 - 3.56 )*
	1.91 ( 4.33 )
	1.91 ( 1.13 )
	0.93 ( 0.06 )*

	INTENTIONAL PRODUCT USE ISSUE
	10
	5.74 ( 3.08 - 10.7 )*
	5.71 ( 38.92 )*
	5.71 ( 3.39 )*
	2.51 ( 1.64 )*

	BLOOD PRESSURE INCREASED
	9
	2.16 ( 1.12 - 4.17 )*
	2.16 ( 5.6 )*
	2.16 ( 1.25 )
	1.11 ( 0.19 )*

	CONSTIPATION
	9
	1.65 ( 0.86 - 3.18 )
	1.65 ( 2.31 )
	1.65 ( 0.95 )
	0.72 ( -0.19 )

	HEART RATE INCREASED
	9
	3.11 ( 1.61 - 5.98 )*
	3.1 ( 12.79 )*
	3.09 ( 1.79 )
	1.63 ( 0.71 )*

	
	9
	1.2 ( 0.63 - 2.32 )
	1.2 ( 0.31 )
	1.2 ( 0.7 )
	0.27 ( -0.65 )

	DRUG INTERACTION
	9
	2.57 ( 1.34 - 4.96 )*
	2.57 ( 8.62 )*
	2.57 ( 1.48 )
	1.36 ( 0.44 )*

	VERTIGO
	9
	4.69 ( 2.44 - 9.03 )*
	4.67 ( 25.99 )*
	4.67 ( 2.7 )*
	2.22 ( 1.31 )*

	BACK PAIN
	8
	1.15 ( 0.57 - 2.3 )
	1.15 ( 0.15 )
	1.15 ( 0.64 )
	0.2 ( -0.77 )

	OSTEOMYELITIS
	8
	17.59 ( 8.78 - 35.25 )*
	17.51 ( 124.43 )*
	17.49 ( 9.78 )*
	4.13 ( 3.16 )*

	DYSURIA
	7
	8.19 ( 3.9 - 17.22 )*
	8.16 ( 44 )*
	8.16 ( 4.38 )*
	3.03 ( 2.01 )*

	PYREXIA
	7
	0.81 ( 0.39 - 1.7 )
	0.81 ( 0.31 )
	0.81 ( 0.44 )
	-0.3 ( -1.32 )

	VOMITING
	7
	0.51 ( 0.24 - 1.07 )
	0.51 ( 3.26 )
	0.51 ( 0.28 )
	-0.96 ( -1.99 )

	HYPERHIDROSIS
	7
	2.04 ( 0.97 - 4.29 )
	2.04 ( 3.7 )
	2.04 ( 1.09 )
	1.03 ( 0 )

	NEPHROLITHIASIS
	7
	6.39 ( 3.04 - 13.42 )*
	6.36 ( 31.65 )*
	6.36 ( 3.42 )*
	2.67 ( 1.65 )*

	ABDOMINAL PAIN UPPER
	7
	1.14 ( 0.54 - 2.4 )
	1.14 ( 0.12 )
	1.14 ( 0.61 )
	0.19 ( -0.83 )

	NASAL CONGESTION
	7
	4.26 ( 2.03 - 8.95 )*
	4.25 ( 17.38 )*
	4.24 ( 2.28 )*
	2.09 ( 1.06 )*

	URINARY INCONTINENCE
	7
	8.23 ( 3.92 - 17.29 )*
	8.2 ( 44.23 )*
	8.19 ( 4.4 )*
	3.03 ( 2.01 )*

	URINARY TRACT INFECTION
	7
	1.25 ( 0.59 - 2.62 )
	1.25 ( 0.34 )
	1.25 ( 0.67 )
	0.32 ( -0.71 )

	ABDOMINAL PAIN
	7
	1.05 ( 0.5 - 2.22 )
	1.05 ( 0.02 )
	1.05 ( 0.57 )
	0.08 ( -0.95 )

	CONDITION AGGRAVATED
	7
	0.96 ( 0.45 - 2.01 )
	0.96 ( 0.01 )
	0.96 ( 0.51 )
	-0.06 ( -1.09 )

	HYPERSENSITIVITY
	7
	1.25 ( 0.59 - 2.62 )
	1.25 ( 0.34 )
	1.25 ( 0.67 )
	0.32 ( -0.71 )


Abbreviation: * indicate statistically significant signals in algorithm; ROR, reporting odds ratio; PRR, proportional reporting ratio; EBGM, empirical Bayesian geometric mean; EBGM05, the lower limit of the 95% CI of EBGM; IC, information component; IC025, the lower limit of the 95% CI of the IC; CI, confidence interval; PT,preferred term; AEs, adverse events.


Supplementary Table 9. Top 50 most frequent adverse events for at the PT level in patients aged over 55 from FAERS data.
	PT
	Case numbers
	ROR(95%CI)
	PRR(2)
	EBGM(EBGM05)
	IC(IC025)

	DIZZINESS
	565
	4.01 ( 3.69 - 4.37 )
	3.91 ( 1228.26 )
	3.9 ( 3.63 )
	1.96 ( 1.84 )

	DRUG INEFFECTIVE
	420
	1.76 ( 1.6 - 1.94 )
	1.74 ( 133.9 )
	1.74 ( 1.6 )
	0.8 ( 0.66 )

	SYNCOPE
	234
	6.73 ( 5.92 - 7.67 )
	6.65 ( 1119.36 )
	6.62 ( 5.94 )
	2.73 ( 2.54 )

	HYPOTENSION
	229
	3.25 ( 2.85 - 3.7 )
	3.21 ( 349.89 )
	3.21 ( 2.88 )
	1.68 ( 1.49 )

	FALL
	197
	1.47 ( 1.27 - 1.69 )
	1.46 ( 28.72 )
	1.46 ( 1.3 )
	0.55 ( 0.34 )

	DYSPNOEA
	187
	1.02 ( 0.88 - 1.18 )
	1.02 ( 0.06 )
	1.02 ( 0.9 )
	0.02 ( -0.19 )

	LOSS OF CONSCIOUSNESS
	171
	4.43 ( 3.81 - 5.15 )
	4.39 ( 447.81 )
	4.38 ( 3.86 )
	2.13 ( 1.91 )

	NOCTURIA
	168
	44.47 ( 38.09 - 51.92 )
	44.01 ( 6807.22 )
	42.45 ( 37.29 )
	5.41 ( 5.18 )

	ORTHOSTATIC HYPOTENSION
	163
	20.68 ( 17.7 - 24.17 )
	20.48 ( 2969.64 )
	20.14 ( 17.68 )
	4.33 ( 4.1 )

	FATIGUE
	157
	0.74 ( 0.63 - 0.87 )
	0.74 ( 14.2 )
	0.74 ( 0.65 )
	-0.43 ( -0.66 )

	HEADACHE
	154
	1.06 ( 0.9 - 1.24 )
	1.06 ( 0.48 )
	1.06 ( 0.93 )
	0.08 ( -0.15 )

	OFF LABEL USE
	144
	0.75 ( 0.63 - 0.88 )
	0.75 ( 12.12 )
	0.75 ( 0.65 )
	-0.41 ( -0.66 )

	ASTHENIA
	141
	1.09 ( 0.92 - 1.29 )
	1.09 ( 1.01 )
	1.09 ( 0.95 )
	0.12 ( -0.12 )

	IRIS DISORDER
	139
	1379.6 ( 1079.51 - 1763.12 )
	1367.45 ( 87543.6 )
	631.26 ( 514.13 )
	9.3 ( 9 )

	DRUG INTERACTION
	118
	2.16 ( 1.8 - 2.59 )
	2.15 ( 72.77 )
	2.15 ( 1.85 )
	1.1 ( 0.84 )

	NAUSEA
	116
	0.55 ( 0.46 - 0.66 )
	0.55 ( 41.97 )
	0.56 ( 0.48 )
	-0.85 ( -1.12 )

	VISION BLURRED
	113
	3.33 ( 2.77 - 4.01 )
	3.32 ( 182.84 )
	3.31 ( 2.84 )
	1.73 ( 1.46 )

	INSOMNIA
	110
	1.65 ( 1.37 - 2 )
	1.65 ( 28.22 )
	1.65 ( 1.41 )
	0.72 ( 0.45 )

	DIARRHOEA
	108
	0.53 ( 0.44 - 0.64 )
	0.54 ( 43.89 )
	0.54 ( 0.46 )
	-0.9 ( -1.18 )

	BLOOD PRESSURE DECREASED
	105
	4.62 ( 3.81 - 5.59 )
	4.59 ( 294.22 )
	4.58 ( 3.9 )
	2.19 ( 1.91 )

	MALAISE
	97
	0.78 ( 0.63 - 0.95 )
	0.78 ( 6.29 )
	0.78 ( 0.66 )
	-0.36 ( -0.66 )

	PRURITUS
	95
	1.07 ( 0.87 - 1.3 )
	1.07 ( 0.38 )
	1.07 ( 0.9 )
	0.09 ( -0.2 )

	PRODUCT SUBSTITUTION ISSUE
	95
	7.79 ( 6.36 - 9.54 )
	7.75 ( 555.04 )
	7.7 ( 6.5 )
	2.95 ( 2.65 )

	PROCEDURAL COMPLICATION
	93
	42.66 ( 34.67 - 52.5 )
	42.41 ( 3629.66 )
	40.97 ( 34.44 )
	5.36 ( 5.05 )

	ERECTILE DYSFUNCTION
	90
	19.56 ( 15.87 - 24.1 )
	19.45 ( 1550.19 )
	19.15 ( 16.08 )
	4.26 ( 3.95 )

	CATARACT
	89
	4.42 ( 3.59 - 5.45 )
	4.4 ( 233.27 )
	4.39 ( 3.68 )
	2.13 ( 1.83 )

	ATRIAL FIBRILLATION
	83
	1.86 ( 1.5 - 2.31 )
	1.86 ( 32.78 )
	1.85 ( 1.55 )
	0.89 ( 0.57 )

	FLOPPY IRIS SYNDROME
	83
	723.56 ( 550.24 - 951.49 )
	719.76 ( 36892.75 )
	446.1 ( 354.75 )
	8.8 ( 8.43 )

	CONSTIPATION
	82
	1.27 ( 1.02 - 1.58 )
	1.27 ( 4.7 )
	1.27 ( 1.06 )
	0.34 ( 0.03 )

	RASH
	79
	0.77 ( 0.62 - 0.97 )
	0.78 ( 5.16 )
	0.78 ( 0.64 )
	-0.37 ( -0.69 )

	MIOSIS
	79
	49.33 ( 39.37 - 61.82 )
	49.09 ( 3572.29 )
	47.15 ( 39.04 )
	5.56 ( 5.23 )

	PRODUCT USE IN UNAPPROVED INDICATION
	77
	1.75 ( 1.4 - 2.19 )
	1.74 ( 24.43 )
	1.74 ( 1.44 )
	0.8 ( 0.47 )

	PAIN
	76
	0.55 ( 0.44 - 0.69 )
	0.55 ( 27.57 )
	0.55 ( 0.46 )
	-0.85 ( -1.18 )

	RHINORRHOEA
	75
	3.96 ( 3.15 - 4.97 )
	3.95 ( 164.54 )
	3.94 ( 3.25 )
	1.98 ( 1.64 )

	BACK PAIN
	71
	1 ( 0.79 - 1.27 )
	1 ( 0 )
	1 ( 0.82 )
	0 ( -0.34 )

	CONDITION AGGRAVATED
	71
	0.98 ( 0.78 - 1.24 )
	0.98 ( 0.02 )
	0.98 ( 0.81 )
	-0.02 ( -0.36 )

	URINARY INCONTINENCE
	71
	7.57 ( 5.99 - 9.56 )
	7.54 ( 400.17 )
	7.49 ( 6.16 )
	2.91 ( 2.56 )

	BLOOD PRESSURE INCREASED
	70
	1.35 ( 1.07 - 1.71 )
	1.35 ( 6.38 )
	1.35 ( 1.11 )
	0.43 ( 0.09 )

	ARTHRALGIA
	70
	0.61 ( 0.48 - 0.77 )
	0.61 ( 17.12 )
	0.61 ( 0.5 )
	-0.7 ( -1.05 )

	PALPITATIONS
	70
	2.37 ( 1.87 - 2.99 )
	2.36 ( 54.87 )
	2.36 ( 1.94 )
	1.24 ( 0.89 )

	HYPERHIDROSIS
	68
	2.01 ( 1.58 - 2.55 )
	2.01 ( 34.32 )
	2 ( 1.64 )
	1 ( 0.65 )

	NASAL CONGESTION
	67
	4.26 ( 3.35 - 5.42 )
	4.25 ( 165.9 )
	4.24 ( 3.46 )
	2.08 ( 1.73 )

	SOMNOLENCE
	65
	1.32 ( 1.03 - 1.68 )
	1.31 ( 4.89 )
	1.31 ( 1.07 )
	0.39 ( 0.04 )

	MICTURITION URGENCY
	64
	20.23 ( 15.79 - 25.91 )
	20.15 ( 1145.41 )
	19.83 ( 16.12 )
	4.31 ( 3.95 )

	OEDEMA PERIPHERAL
	64
	1.4 ( 1.09 - 1.78 )
	1.39 ( 7.13 )
	1.39 ( 1.13 )
	0.48 ( 0.12 )

	CONFUSIONAL STATE
	63
	1.1 ( 0.86 - 1.4 )
	1.09 ( 0.52 )
	1.09 ( 0.89 )
	0.13 ( -0.23 )

	COUGH
	61
	0.72 ( 0.56 - 0.93 )
	0.72 ( 6.64 )
	0.72 ( 0.58 )
	-0.47 ( -0.84 )

	VOMITING
	60
	0.5 ( 0.39 - 0.65 )
	0.5 ( 29.57 )
	0.5 ( 0.41 )
	-0.99 ( -1.36 )

	INTERSTITIAL LUNG DISEASE
	58
	2.72 ( 2.1 - 3.52 )
	2.71 ( 62.75 )
	2.71 ( 2.18 )
	1.44 ( 1.06 )

	CHEST PAIN
	55
	1.01 ( 0.77 - 1.31 )
	1.01 ( 0 )
	1.01 ( 0.81 )
	0.01 ( -0.37 )


Abbreviation: ROR, reporting odds ratio; PRR, proportional reporting ratio; EBGM, empirical Bayesian geometric mean; EBGM05, the lower limit of the 95% CI of EBGM; IC, information component; IC025, the lower limit of the 95% CI of the IC; CI, confidence interval; PT, preferred term.

[bookmark: OLE_LINK4][bookmark: OLE_LINK5]Supplementary Table 10. Adverse events at the PT level in female patients with ureteral stones.
	PT
	Case numbers
	ROR(95%CI)
	PRR(2)
	EBGM(EBGM05)
	IC(IC025)

	OFF LABEL USE
	7
	10.28 ( 3.5 - 30.18 )
	8.62 ( 26.05 )
	5.06 ( 2.06 )
	2.34 ( 1.03 )

	PRODUCT USE IN UNAPPROVED INDICATION
	5
	13.97 ( 3.58 - 54.48 )
	12.31 ( 23.59 )
	6.03 ( 1.93 )
	2.59 ( 1.05 )

	ORTHOSTATIC HYPOTENSION
	1
	0
	0
	10.85 ( 0 )
	3.44 ( 0.53 )

	ANAPHYLACTIC SHOCK
	1
	2.5 ( 0.27 - 22.94 )
	2.46 ( 0.7 )
	2.17 ( 0.34 )
	1.12 ( -1.27 )

	HAEMATURIA
	1
	5.03 ( 0.45 - 56.73 )
	4.92 ( 2.1 )
	3.62 ( 0.48 )
	1.85 ( -0.67 )

	URETHRAL PAIN
	1
	10.08 ( 0.62 - 164.4 )
	9.85 ( 3.99 )
	5.42 ( 0.52 )
	2.44 ( -0.22 )

	MIGRAINE
	1
	10.08 ( 0.62 - 164.4 )
	9.85 ( 3.99 )
	5.42 ( 0.52 )
	2.44 ( -0.22 )

	NAUSEA
	1
	1.99 ( 0.23 - 17.52 )
	1.97 ( 0.4 )
	1.81 ( 0.29 )
	0.85 ( -1.49 )

	THERAPY NON-RESPONDER
	1
	0
	0
	10.85 ( 0 )
	3.44 ( 0.53 )

	INFLUENZA
	1
	0
	0
	10.85 ( 0 )
	3.44 ( 0.53 )

	DEAFNESS
	1
	0
	0
	10.85 ( 0 )
	3.44 ( 0.53 )

	TINNITUS
	1
	0
	0
	10.85 ( 0 )
	3.44 ( 0.53 )

	BLINDNESS
	1
	10.08 ( 0.62 - 164.4 )
	9.85 ( 3.99 )
	5.42 ( 0.52 )
	2.44 ( -0.22 )

	PRODUCT USE ISSUE
	1
	0
	0
	10.85 ( 0 )
	3.44 ( 0.53 )

	PAIN
	1
	3.34 ( 0.34 - 32.93 )
	3.28 ( 1.2 )
	2.71 ( 0.4 )
	1.44 ( -1 )

	ABDOMINAL PAIN
	1
	10.08 ( 0.62 - 164.4 )
	9.85 ( 3.99 )
	5.42 ( 0.52 )
	2.44 ( -0.22 )

	HYPOTENSION
	1
	5.03 ( 0.45 - 56.73 )
	4.92 ( 2.1 )
	3.62 ( 0.48 )
	1.85 ( -0.67 )

	MUSCLE SPASMS
	1
	10.08 ( 0.62 - 164.4 )
	9.85 ( 3.99 )
	5.42 ( 0.52 )
	2.44 ( -0.22 )

	CHEST PAIN
	1
	2.5 ( 0.27 - 22.94 )
	2.46 ( 0.7 )
	2.17 ( 0.34 )
	1.12 ( -1.27 )




Supplementary Table 11. Adverse events at the SOC level in female patients with ureteral stones.
	SOC
	Case numbers
	ROR(95%CI)
	PRR(2)
	EBGM(EBGM05)
	IC(IC025)

	INJURY, POISONING AND PROCEDURAL COMPLICATIONS
	43
	5.9 ( 2.75 - 12.65 )
	4.27 ( 25.25 )
	3.28 ( 1.73 )
	1.71 ( 0.75 )

	VASCULAR DISORDERS
	11
	2.25 ( 0.47 - 10.81 )
	2.19 ( 1.08 )
	1.97 ( 0.53 )
	0.98 ( -0.92 )

	IMMUNE SYSTEM DISORDERS
	6
	1.99 ( 0.23 - 17.52 )
	1.97 ( 0.4 )
	1.81 ( 0.29 )
	0.85 ( -1.49 )

	RENAL AND URINARY DISORDERS
	41
	0.48 ( 0.11 - 2.06 )
	0.5 ( 1.02 )
	0.53 ( 0.16 )
	-0.92 ( -2.69 )

	NERVOUS SYSTEM DISORDERS
	40
	0.23 ( 0.03 - 1.74 )
	0.25 ( 2.38 )
	0.27 ( 0.05 )
	-1.88 ( -4.01 )

	GASTROINTESTINAL DISORDERS
	33
	0.62 ( 0.14 - 2.68 )
	0.64 ( 0.43 )
	0.66 ( 0.19 )
	-0.61 ( -2.39 )

	GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS
	69
	0.4 ( 0.12 - 1.34 )
	0.45 ( 2.34 )
	0.47 ( 0.17 )
	-1.08 ( -2.62 )

	REPRODUCTIVE SYSTEM AND BREAST DISORDERS
	15
	18.9 ( 6.3 - 56.66 )
	14.77 ( 47.91 )
	6.51 ( 2.6 )
	2.7 ( 1.48 )

	INFECTIONS AND INFESTATIONS
	32
	0.3 ( 0.04 - 2.26 )
	0.32 ( 1.54 )
	0.34 ( 0.06 )
	-1.56 ( -3.7 )

	EAR AND LABYRINTH DISORDERS
	4
	10.32 ( 1.41 - 75.44 )
	9.85 ( 8.02 )
	5.42 ( 1.03 )
	2.44 ( 0.3 )

	EYE DISORDERS
	6
	1.99 ( 0.23 - 17.52 )
	1.97 ( 0.4 )
	1.81 ( 0.29 )
	0.85 ( -1.49 )

	MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS
	14
	0.75 ( 0.1 - 5.9 )
	0.76 ( 0.07 )
	0.77 ( 0.14 )
	-0.37 ( -2.57 )




[image: D:\FAERS绘图\22、诱发时间密度图+箱型图\p3.png] Supplementary Figure 1. Density plot and box plots of adverse reaction induction times for tamsulosin(Early failure).
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