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Risk of Post-finasteride Syndrome Induced by Finasteride: A Real-world Study Based on the FAERS
Database

DING Lingqing, CHEN Conggin, LIU Yige (Department of Pharmacy, Cardiovascular Hospital, Xiamen University,
Xiamen 361000, China)

ABSTRACT: OBJECTIVE To evaluate the risk of post-finasteride syndrome(PFS) induced by finasteride, in order to provide
more evidence for clinical rational and safe drug use. METHODS All data related to finasteride from the fourth quarter of
2015 to the second quarter of 2021 were extracted from FAERS database. Reporting odds ratio(ROR) method was used to data
mining on the risk of PFS induced by finasteride. Furthermore, subgroup analyses were conducted by dosage, age and diagnosis.
The effect of different finasteride dosages on the clinical outcome of PFS was investigated. RESULTS The results observed the
risk signal of finasteride-related PFS(ROR 18.69; 95%CI 17.05-20.49). Sexual dysfunction signals for 1 mg finasteride group
and diagnosis of androgenic alopecia group were stronger than others [(ROR 889.61; 95%CI 746.94—1 059.52) and (ROR 729.58;
95%CI 629.09-846.14), respectively]. Patients at the age range of 18 to 44 were more likely to have PFS. The outcome of PFS
induced by different finasteride dosage had statistical significance(P<0.05). The serious outcome rate of PFS was high by a
disability rate of 19.07%, hospitalization rate of 14.53% and death rate of 7.07%. CONCLUSION Finasteride can induce PFS
with high incidence of serious adverse reactions. The public and clinicians should pay great attention and distinguish the adverse
reactions caused by finasteride, so as to ensure the drug safety for patients.

KEYWORDS: post-finasteride syndrome; finasteride; reporting odds ratio; FDA adverse event reporting system(FAERS)
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Tab. 1 Preferred terms in Chinese and English related to PFS induced by finasteride

Sexual dysfunction :Zf) BE At

Physical domain HLIA A 7 1A K S

Psychological domain 128\ i [ fig

Anorgasmia £ PRI G E

Disturbance in sexual arousal P EEfg
Ejaculation delayed S#i%EiR

Ejaculation disorder S 175 5

Ejaculation failure 514% 2

Erectile dysfunction itz Il HE & i

Genital hypoaesthesia 4= FH /8 58 Ik iR

Genital pain 4= 58 #H 5

Genital paraesthesia A JH A 0 7 F
Hypogonadism P: I HLAEIR

Libido decreased P:#K T &

Libido disorder P&k fit

Loss of libido P #kI8IR

Male orgasmic disorder 5341 =5 i (2 15

Male sexual dysfunction % 114 BT
Organic erectile dysfunction /5 P U E i
Orgasm abnormal 7 =58 5 %

Orgasmic sensation decreased =883t T [
Painful ejaculation 545

Painful erection LI 15

Persistent genital arousal disorder
FRL LA B i P o
Post 5-alpha-reductase inhibitor syndrome
5-0- I JE AR 90 F5 25 5 A
Premature ejaculation F.ifit
Secondary hypogonadism 2k & P4 1 B HLRE VIR
Sexual dysfunction T fE fEf

Spontaneous penile erection [ & 141258

Gynaecomastia 5 3.5 & B IE
Breast enlargement 3| 553 K
Breast pain FL 55 &M

Breast swelling L5 /i

Skin rash 3%

Tinnitus H-1%

Muscle fatigue LA J% 57

Blood creatine phosphokinase increased
L JULTR W9 P i - v
Myopathy AL
Rhabdomyolysis i 4 L ffEAE
Muscle weakness LA JG 71
Myalgia JILJ
Myositis JJL#
Muscle spasm fJJL A 228
Blood cholesterol decreased IfiL fIF [7 s R A%
Glucose tolerance impaired 2 B 32 45t
Blood triglycerides increased
I = AR
Obesity JEf¥:
Body mass index increased {4 i 45 Kb hin

Aggression 4f-|- 154

Agitation 33l

Anger 157%

Mood altered 1i5 25 A8
Dementia Ji

Emotional distress ‘# 2§ {X7%
Irritability 5 %&

Nervousness %5k

Affect lability SE44% 44
Decreased interest 242 FEA%
Depressed mood # £ (%74
Depression 13

Completed suicide [ 5%
Depression suicidal #IARAE F 7
Self-injurious ideation [ 34733 4832
Suicidal behaviour H 3174

Suicidal ideation H A% & &%

Suicide attempt 1> & [ A&

Suicide threat [ 7% @

Suspected suicide $E{L H 5%

Suspected suicide attempt 5E{El [ 3% K%

Emotional distress % 2 [ 4

Memory impairment iC1Z it
Poor quality sleep HEHR i it 22
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2.2 ARRHEREER PFS FHF 4419 ROR 7304
FERTA s, AEARAE RS PFS #5347 975
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AGA, “HEFEZNAK, FHIK 1.25mg 103
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Tab. 2 Basic information of PFS event reports related to finasteride from FARES database from the fourth quarter(Q4) of 2015

to the second quarter(Q2) of 2021

A RAR (=1 836) 1 mg(n=665) 5 mg(n=382) A7) 4k /370) 4R (n=789)
W (n=975) AERWI(n=861)  FEWI(n=529) ARSEHI(n=136) FHI(n=113) AEHI(R=269) HWHI(n=333) AL HI(n=456)
AR
e % 37 77 31 40 75 79 69 75
e vl 9, 72) (67, 84) 25, 37) (31, 48) (57, 85) (68, 84) (36, 84) (67, 85)
0~17 % /(%) 1(0.10) 2(0.23) 1(0.19) 1(0.74) - - - -
18~44 L /Bil(%)  224(22.97)  115(13.36) 100(18.90) 48(35.29) 7(6.19) 9(3.35) 117(35.14) 59(12.94)
45~64 % /6l(%)  57(5.85)  101(11.73) 14(2.65) 24(17.65) 8(7.08) 31(11.52) 35(10.51) 45(9.87)
65~74 Z/1(%)  31(3.18)  140(16.26) - (0.00) 5(4.42) 51(18.96) 26(7.81) 90(19.74)
=175 % /(%) 83(8.51)  281(32.64) 1(0.19) 3(2.21) 34(30.09)  142(52.79) 48(14.41) 136(29.82)
BARB R /(%)  579(59.38)  222(25.78) 413(78.07) 60(44.12) 59(52.21) 36(13.38)  107(32.13) 126(27.63)
L HRE WO/ (%)
2y 155(15.90)  224(26.02) 65(12.29) 24(17.65) 20(17.70)  73(27.14) 70(21.02) 127(27.85)
[ )ifi 579(59.38)  418(48.55) 348(65.78) 70(51.47) 67(59.29)  139(51.67)  164(49.25) 209(45.83)
HABEIF AR 241(24.72)  219(25.44) 116(21.93) 42(30.88) 26(23.01)  57(21.19) 99(29.73) 120(26.32)
AR (%)
2015Q4 56(5.74) 20(2.32) 38(7.18) 3(2.21) 8(7.08) 5(1.86) 10(3.00) 12(2.63)
2016 281(28.82)  107(12.43) 227(42.91) 22(16.18) 31(27.43) 24(8.92) 23(6.91) 61(13.38)
2017 148(15.18)  81(9.41) 91(17.20) 16(11.76) 12(10.62) 23(8.55) 45(13.51) 42(9.21)
2018 151(15.49)  174(20.21) 61(11.53) 32(23.53) 21(18.58) 55(20.45) 69(20.72) 87(19.08)
2019 128(13.13)  200(23.23) 42(7.94) 30(22.06) 18(15.93) 61(22.68) 68(20.42)  109(23.90)
2020 127(13.03)  189(21.95) 36(6.81) 23(16.91) 8(7.08) 68(25.28) 83(24.92) 98(21.49)
2021(Q1,Q2) 84(8.62) 90(10.45) 34(6.43) 10(7.35) 15(13.27) 33(12.27) 35(10.51) 47(10.31)
2 E K (AT 5)/49]
K E(2901) 2 (703) L[ (277) 2 [E (464) X[ (47) K HE(74) % (60) K E(165) EE(173)
L[ (508) L[ (89) YL (156) HARH(40) YL (22) YLE(18) FME(57) YE[EH (47) L[ (80)
2 E (425) ZE(72) %E(136) % E(30) HA(13) mgEk12)  FE(S4) %E((33) EE@D
HERHE36)  EAF66) 18 (59) 14 [ (29) LI (10) HE©9) T (21) 185 (18) 18 (34)
18 (215) fH[] (48) BAF48)  HE(Q24) BARAN9) BERAE®) EAMAS)  ERAA8) B4
45 )5 1191 (%)
BT 53(7.07) 14(5.93) 3(1.02) - - 5(7.04) 7(7.00) 15(18.75)
1 B i 24(3.20) 9(3.81) 6(2.04) 5(18.52) 1(3.70) 4(5.63) 5(5.00) 8(10.00)
B 109(14.53)  83(35.17) 76(25.85) 13(48.15) 9(33.33) 28(39.44) 28(28.00) 9(11.25)
33/ 143(19.07) 4(1.69) 95(32.31) 1(3.70) 7(25.93) 1(1.41) 3(3.00) 7(8.75)
HALEEWESF 421(56.13)  126(53.39) 114(38.78) 8(29.63) 10(37.04) 33(46.48) 57(57.00) 41(51.25)
Fiff
R BLR 225 625 235 109 86 198 233 376

T AR BRI AR IR ME R 5 PFS AR 2E A Beit# 3 L (P<0.05), "M TR BB RAURFSLRFE R SR, FILERA RFFL )R K
A L AT R i S 4 R A BRGS0 | R ID SR AT 2R RS )R, U B TR BE oy R B/ INHE PP (BET> 18 M AR > B> 5k > T

MBTEZE A YT By, B AR i R R A RS )R

Note: *Difference of PFS rate induced by different age groups used finasteride had statistical significance(P<0.05). "Since missing data presented the missing
information of the event outcome, the happening rate of every outcome was calculated based on available data. If more than one degrees of seriousness were
reported in a single case, the final degree of seriousness was decided based on the following ranking: death>life threatening>hospitalization>disability>other

seriou events.
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HoAth Iy A B WA 5 5 IR (ROR 6.85, 95%CI
5.95~7.89), ZEHR W 3,

3 AL E PFS F 48 ROR
Tab.3 ROR of PFS related to finasteride

N3 207 WG RGBT ROR - 95%CI
4 PFS ARHAEIREREAL 81444 1343 980
Bl it 975 861 18.69 17.05~20.49
PETIRERERT  RHARRMERRAL 4438 1420986
ARAR HEfcZH 712 1124 202.82 183.81~223.79
MRZIA RS AR HEREZE 52386 1373 038
AR ez H 635 1201 13.86 12.58~15.26
HUA A5 T AR IR 27 628 1397 796
ARL epshfifieait 219 1617 685 5.95-7.89

XA AT AT A B, K EPEIRE
BEA | M2 XS5 5 9R BEHER O 1 mg 41>

x4 #wAE.

Ho /AR ZH>5 mg 4, K AU AR5 1T
AR R AEZ 3R BEHES R 1 mg 4H>5 mg 21>
/A AR AL . SR, 1 mg ARAAE—
PFS XU (55240 FHAW R A . 255803 4.

XA REAERE LA T AL 0BT K BE, 0~44 % 474
51 PFS F4AY ROR Wy, Hi DIPETh RE B s
) ROR MU iz =, A 284.81(95%CI 229.85~
352.90), =45 Z AR5 RN AT A KON
i) ROR A%, 1 2.69(95%CI 1.91~3.78), 45 W3 4.,

SEARFEZ WA T AT 2B, 2WF AGA
(R KA. PES ) ROR N 64.04(95%CI 54.25~
75.59), H g ATy RER AT R ROR {H fx = (ROR
729.58, 95%CI 629.09~846.14), TMjiZ ki BPH f4
R AR 2SN RRS A XU A F A 241 (ROR 5.1,
95%CI 3.79~6.87), 45HILF 4,

VT, b 3t 4F AR AR B B PFS R0 $EAT T4 447

Tab. 4 Subgroup analysis of the risk of PFS related to finasteride based on dosage, diagnosis and age

W4 e 25 9 191/451] Ak 1/451) ROR 95%CI
& PFS Xf R ARSIz 20 81444 1343980
Fl 4 1 mg 529 136 64.19 53.16~77.51
5 mg 113 269 6.93 5.56~8.64
FHoAt /30 A 333 456 12.05 10.46~13.89
LW BPH 98 221 7.32 5.77~9.28
AGA 683 176 64.04 54.25~75.59
HAthiz W 128 315 6.706 5.46~8.26
AR 0~44 % 225 117 31.73 25.37~39.68
=45 % 171 522 5.41 4.55~6.43
PET BE AT it B4 AN B e iz 28 4438 1420986
5 1 mg 489 176 889.61 746.94~1 059.52
5mg 58 324 57.32 43.28~75.91
A3 /30 e 165 624 84.67 71.14~100.76
L BPH 43 276 49.88 36.12~68.88
AGA 597 262 729.58 629.09~846.14
HoAbis i 45 398 36.20 26.56~49.34
AR 0~44 % 161 181 284.81 229.85~352.90
=45 % 27 666 12.98 8.82~19.09
ol 2N B i Xof BRA AN FHAETIR e iz 20 52386 1373038
H 1 mg 361 304 31.12 26.71~36.26
5mg 62 320 5.08 3.87~6.67
A 3] 4 /30 e 212 577 9.63 8.22~11.27
L BPH 52 267 5.10 3.79~6.87
AGA 460 399 30.22 26.42~34.56
H Az 81 362 5.86 4.61~7.46
LEI 0~44 % 163 179 23.87 19.30~29.51
=45 % 123 570 5.66 4.65~6.87
B H A )5 1 X R ENIEE| 11931 27 628 1397796
ENEYA F 4 1 mg 125 540 11.71 9.64~14.23
5 mg 37 345 5.43 3.87~7.62
At 3 /30 A A 57 732 3.94 3.01~5.16
L BPH 34 285 6.04 4.23~8.62
AGA 141 718 9.93 8.29~11.91
HAtiz i 30 413 3.68 2.54~5.32
AR 0~44 % 48 294 8.26 6.09~11.21
=45 % 35 658 2.69 1.91~3.78
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2.3 AEIRHENEEL PFS SR 45 1045 )R 0

WF5E K B0, AS [ (RIS I e 77) 55 AN ] B PF'S
FFLE AR (P<0.05), [HASERR S, MEL)R
wnEksE AR TSR AR, 4N 19.07%,
14.53%, 7.07%. XFAS[EAEHR bR 7] & X PFS FfF
(s — 2540 B A 30, oA 7] /7 AR L
5 0 2 AR R R O B FE T B R BT
Y 81.13%(43/53), 1 1 mg 75 2H i i fE Be
(n=69). FR¥E(n=103)45 )R A5 2 T HAh 45 )R
SRR S,
3 g

HNAEAR AR 1T LAk, s AW Hoe 4
DIReRafs . AR . IRBE. [ AW R kA,
{FL 5 7™ At 15 T 1 i R I R BIF 9 UE S 3 T e g
5 PFS LR . AWFEEBI FAERS dE )%,
Xof B A AR R e E PFS FHAF U T8, LA
PEAG A R R FH A i 2 4

XD RERE RN R SR AT as SRR,
T I e v 3 MR T RE B RS, AH AR 5 B B
THAh PFS Ff, WAHsSMHER 1 mg AT
AGA GYTI K PFS IR S, HIIACH 1 mg 3E
TSHERRYY AGA R 55Kk PFS. X S5REAM A
S AR S IE—E, AFEPJE, Gupta SR BT
FERI 1 mg JAIT AGA HTETIfERE ROR N

=5 TR 241 E PFS #9147 o

138.17, IR TAHIAE . 2835 I AT 2 R o A A
FEANMA S F NG R v] B8 25 s 2 AY PES, X
HEZH 1) £ 3 85D 1 A 5 i 0 BR 2 4, s A
ROR {H M BT i o ARARMERE S | B A DD RERE AT B HL
il o N B . A X A R IR I e B A8 B
5a-DHT, FEAR P K2 40— AL R A R A T 1
U/ BAZE I A | VAR A/ NG Bt T SR AR A/ N
ISt T, Rl i s, tAa B
SR GAMFREA—: BAIRMERRE D, Kk
FH 1 mg AEARHERE ) AGA HFEAE LA, LIAERR
RVCHLSAE, PRI AGA 2 & RRH 112 %
YERXFIRAL, #047 E PR D Refe sk &4, 25
WA 2 AfaminEZR gt 2 L. 7o,
ARBFFEE LI 1 mg I HERZ A XU 75 T 5 mg 2,
X— %5 Gupta SEHHFFE—2 BRE L, 5 mg
FIE(E R T 1 mg, AZAEAS RSN 0 XU B 5, 1 L
LA N T RE B AT i B N AT 42 A\ il .
H AT ANEZE | mg 74L& AR BERR AT A XU
e AR A AR, AT REDR AR A
FEHR . MR A AU, e B
PRAEAR o % T M T RE AT (1 PEM FE AR A7AE 3200
PR FPER R, HRTAERSE R FE LT B
) H AR, M IE R LA L IR ST, ]
REtL & — S ST 2 R AE e TR Y A

Tab. S Outcome distribution of PFS related to finasteride with different dosages

4151 AN R BT & fEBE WP HoAt Ay BT A

A FIRAE B PFS/(%) 53(7.07) 24(3.20) 109(14.53) 143(19.07) 421(56.13)
AR e ey = 13 11 84 130 290
N i) 47 20 73 121 303
B A 5 T AS B R/ 46 1 10 19 39 103

1 mg . PFS/{5il(%) 3(0.74) 5(1.23) 69(16.95) 103(25.31) 227(55.77)
Ty BE e i/ 151] 3 2 67 107 196
DN B i) 2 4 49 90 166
BRI Al 75 TR AS R S5 /461 - 3 18 29 55

5mg . PFS/#il(%) - 3(3.53) 14(16.47) 15(17.65) 53(62.35)
PETRE kA1) - - 4 10 26
[iE=DN AR T - 3 9 11 35
B A5 T AN BB /451 - - 5 3 15

HABFIEA & PES/H(%) 46(17.83) 16(6.20) 24(9.30) 26(10.08) 146(56.59)
AR P Ih R RS/ 9 10 7 19 68
2N B /4] 43 8 17 20 107
B At J5 T AS B R /46 1 7 3 5 28

T AR e 7] it i PFS SHF45 R i) 22 A St L, P<0.05,

Note: Difference of outcome distribution of PFS events induced by different finasteride dosage had statistical significance(P<0.05).
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XN HIBE RS AN R 35 B 45 R R
B HER REAE T 1 A A . AR . FEIE . TABRAT
%, 1 BT VigilBase 259 &t A Ak
TR HERE 5 B F A AN S FEAC, 1 mg Fl&
AEER N (<45 B ATy ARG R MK
v bR S8 O A A T B P S AR S
HATINA, So-i 52 51875 i 283508 S P b
ZRGLYIRE, M So-i4 JE G 6 5 ] 5E SRR
G T R 2 S TR R R B, TR Bk
H A ) SR P REIR R IR e FR T AR
B | 428 ot iSOGt 2B 1 1 SR o181 oA i)
FEAEL A, DA B3 IS i S R A L A
FEBRA L AR B A 25 . HE DR TR HE
P, B R LER P L . Dyson 451201
TRERMENEREBIRE, R IT 55 X% FR
AT, AT IR So-id SRR S BT
TR 25 51 35 12 Wi AR E 1Y) R0 B N E8053 A0 X A
Pho ZERFH], XL RF b HIZ0HT S T BTk
b T5 W NE S 24 i F 12 W AIE 1 e 4 e d8i<1,
HOA So-38 JEEEHI R IEAS 225 LRIAR, 30T fE
HET A S50, BRkUl, IR M FHAER
T JHe 4 BUKS pl 3R G0 S RN B I, O
IR OC RPN, 1F 25 505 S VIS 3
MAE MR SR AP .

X AILAA LAt 7 T AS RSO R 43 BT 25 R
R RIS HE R AFAE = T3 . WL BRI . B2 RS E
BUHFLE EBREMA RN, BHEAGAE
iE 1) & A AL A S o-3d0 J 0 ) S2 R AR 8 DHT,
FEOMER SRR LB, i B FL
Ko AFREANFHERG L FIEZL LT 5 mg JE
ABHERE , ABAWF TR )4 2 v B 3L & B IE
Z LT 1 mg(n=62 vs n=15), #HOFHFFRF] 2 AEAR
NG 25 Ty i S AR 3L s & B e 7 i — D4R
ARWFGER K I, FBPERL D R O G B A i
SR B T HAWAS BN, BRI R B X
BYEFD K BREA R FM RS ES, 7o, &
KBAEFR 2017 48 R AT — W 2 E R B FRAEX il
FHEE TS Afe i 8 v A 7™ 2 L PR A AN B S0 1 XL
AT VPR IAME], IR 11 17 o] BE B AR IR MERE 51
A= LA RO e, AN HERRAT TR i i
T LA AR DG ™ HAN B RO & AR B AT REE

X} PFS A RS 45 i 7500, K30 PFS =
PEE5 R T R E AR A, - E L Ry kR

-522. Chin J Mod Appl Pharm, 2023 February, Vol.40 No.4

A B R v o HLAh 7] e 21 5 B0 i 2 D\ o A
HARE E, MBREGEIE AR AR 5. 0
BB 9 FBBCT-HIRT 3 A2 IR B A
W, AR A B WL, (AN, A
FEUOII AR o NREE FHAE AR e e T N RE SR it PFS
Sk, PO T E SR AR T IZER, EH
BT e e S5 75 2L B AR PRS EtRA T4k,
FHeZ ARAC RS PFS SRS R BB 7, Wb
P RS 00 25 ) i J ™ T I R &5 e (A ik — 25
it

M RF AT BT, ARG AT bt G A7 A — 2t
JaBR . (DFAERS JE TFHA LitR%, L AR
BE2ETF AR, W] Rg i U R IR £ . e AN R
. EEWRESNEN; QOm THvb Wil A
B DR, RS ICERITE PFS A
R LR, OmFIZ BRI
B, AR5 To ik HE SRR HEREEL PFS HfGR A2
@D T e 5 2l A O i b, At
ST M TCIE X IRZG N A 5 PFS AT 20 M T8
PRI ZEIE
4 N

LT FAERS W25 &t os 201, JET0 R
FIRENS AN PFS MXUES, 1 mg ZHIAYT AGA WAERR
TR (0~44 ), 55 5 mg 413397 BPH i B4R R A
(=45 B)YEES R PFS, Hd & AE PRI fERE 1Y
JRUBS: f5e 153 o LEAN , PFS 7™ B AN R 0 & A R 8
W TR e 1697 AGA K BPH RO H 254,
PR PR B U 7 25 25 1) [R) 4245 PFS 787 XU
M FABEG N AT, AN RERH B AE AR Ik i 5
PFS WK R, HATFME o — 25 ™ 4% 0 R A
58, WA T AEARHERE AN R 288 . AN R R
N A IRV B A SGHLH - 1 — 25 O UE FH 25 1 ) 1)
g, AR RO R
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