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— PREFEM T, RRBRITTRSNT
Update on FDA’s ongoing evaluation of reports of suicidal thoughts or actions in patients
taking a certain type of medicines approved for type 2 diabetes and obesity - Preliminary
evaluation does not suggest a causal link
Drug Safety Communication
WA H :2024/01/11

https://www.fda.gov/drugs/drug-safety-and-availability/update-fdas-ongoing-evaluation-reports-suic

idal-thoughts-or-actions-patients-taking-certain-type

https://www.fda.gov/media/175358/download?attachment
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VLT,
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ZENEL, FEINOOH FFRIIMMOBIENER OEBELZ T HEN DD, FDATIE, &
NHOMEIZE ENHERNGIZGLP-1 RADOM & DB 72 R S BRI TR S AL TR E |
L7z, [RIERIC, BRARBER (R 7D M AMFF T8RRI Fe 4 5 20) IC B9 AFDAD L E 2 —7»
B, GLP-1 RAOME AL AR & E E2 1T B RATAORELL OB X I o7, L7
M5, GLP-1 RABEE LSS HBEEDO W IUCE W TH H RSB B IOV E AT A DIEFIE A D 72
o112, DT NIRRT NIFIET L AR A RIS E T HZ&IXTER, £D72%, FDA
X OREOFRE AL T D,

A glucagon-like peptide-1 receptor agonist(Z/ /LI L ERAT FR-152 FRVER) %)
B FDA Adverse Event Reporting System:7##ifli, ”Potential Signals of Serious Risks/New Safety Information I
dentified from the FDA Adverse Event Reporting System”DH A RO L, GRE)
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THEORATHILENTED, FDAL, LE 2—05% T HE, HOV T T REBINE #1355
NIz T, IRk B L OB S 2 @45 T ETH D,

OBERTEIE

B, Y OBERMEFEE ITHRE T, B 2B CGLP-1 RADEEAZ M I3 _&ETIEAR0,
GLP-1 RAOFERHIEIZE ST, FIRDEALT 2 RN DD, BRI ENHHL A1, 1Y
DESFFVEEF TR T DL, 9 DDOFT /2B E 13, BRQE, [0 EITATENZ R
Tl LRRDEAPN LTS AL, BERIEER 2528,

OGLP-1 RADILG TE#

ABSH 72 1T AR B O B ORI E L CORRENZGLP-1 RAOIHATO S THEHRIZIE, B &
R EOE AT DVAZIZET D WO LS T D, O SISO FEOR &L DAL 7
WIS LS TRY, BIFOIEZ FREIMIZIBNT, FRERED A BHrEL Tl TR
RO TONTZBRIZZ D IR FER DAL E VI ITHE SN TG,

OEFRUEHEETHE

ERAERA L, TNODEI OIS EHRIZIEST, GLP-1 RAZFHL THHEEICH DD
B R B ELILEL, BRI, HHVIRY TRV Tl L2 E LT
WARVPE=S—L, BRESAIRET2IOBE IS T RETHD, EREFESIE, Thb
DEIE S E AV CTREZIEHT BB I RCE BT ~ETh,

{OGLP-1 RAIZDOWT

GLP-1 RAIZ, 27 JRI BB D I ha— L AT B L, (DBIR DY ALY A AR 576D 12
ASNBEIRMLIZTATHS (M HIZOWTUIRIDOV AN S IR) . — b B, B E i
(REDBE OWEITHE IS, FDAIZ2005F 2RI DOGLP-1 RAESELZAGR LT, BIIES
DI ZAITBAEIHDOGLP-1 RADNEL TV 5, GLP-1 RAIE, GLP-1EMENATHALE () AL
FBUERMT HIEITEVA AV WEREL, BB OMBEEEZ K TSEEARSS, -
GLP-1 RAIZ, BYOWALE 88 M2 BAE S C, MR A Rt ST 22 23865, GLP-13%2
BARZ, TN ORERAIENC B 5L TODENLITHAF(ET D,

C KEIMOMTERIIROV AN CTHRIEETED  https://www.accessdata.fda.gov/scripts/cder/daf/index.cfim
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#1:FDADOAZREZ1T7-GLP-1 RAEZKH;

BR324 — R4 s EBE
Byetta exenatide 27 R 2005
Victoza liraglutide 2R R I 2010
Trulicity dulaglutide 27 PRI 2014
Saxenda liraglutide JEi A A B 2014
Adlyxin lixisenatide 2N PRI 2016
Xultophy liraglutide + insulin degludec 2R R I 2016
Soliqua lixisenatide + insulin glargine 2N PRI 2016
Bydureon BCise exenatide 2 PR 9P 2017
Ozempic semaglutide 27 R4 2017
Rybelsus semaglutide 2 PR P 2019
Wegovy semaglutide FE i /368 A 2021
Mounjaro tirzepatide** 27U PR 9P 2022
Zepbound tirzepatide** FE i /368 A 2023

**Tirzepatideld, 7 =7 /L GIPY/GLP-15% A R{EBIZE TH D,

AR

Diabetes Medicines

SEBER

202347 H 11, BN EIESIT (EMA) 07 7 —~<ab vTr R YAZEHTiZ B4 (PRAC) I,
semaglutide[ ‘Ozempic’ 1, [ “Wegovy ], liraglutide[ ‘Saxenda’ 172X (O GLP-15 ZR{EE)ZEIC
FLBRBEEAEREOVAZIZET 5T —#DLEa—HThHI AR E LI,

ARLE 2—IX, TAARZROEIE LY F D3 liraglutideds X Usemaglutide D 1236517
L HEBBIEE BT HDOME L2 T2 enN 2L o ThllaS =, TH 1L HREET, BEAT

250 B AR S B O A REMEN B D KT 1SOENEMAIZ L > TREE « AT S Cund,

“EMA statement on ongoing review of GLP-1 receptor agonists”

https://www.ema.europa.eu/en/news/ema-statement-ongoing-review-glp-1-receptor-agonists

F7-EMAIZ, 20234E11 H27~30 H DPRACDHO LT, GLP-1 RADH FHIZ WS-
H&SEBIOHGSIEDIEMZL Ea—L7-fE R, B S TR BRI W TR iR E

D GIP:gastric inhibitory polypeptide (27" /L=t —ZEAFEMEA L Y L RIILHERY =7 FR)



https://www.fda.gov/files/for%20consumers/published/Diabetes-Medicines.pdf
https://www.ema.europa.eu/en/news/ema-statement-ongoing-review-glp-1-receptor-agonists
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TILITEARNZLE, GLP-1 RAOREENRFEAGREUGTH (MAH) (23 L CGEMOERYAR~D
DLAZEEEL 22, 20244F4 ] DPRACO R TIOT —<IZOWTHE im0 TE THD
LA TUWVD,

“Meeting highlights from the Pharmacovigilance Risk Assessment Committee (PRAC) 27-30
November 2023”

https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-com

mittee-prac-27-30-november-2023

202441 A S H, KESZAFEAENFERT (NIH) 1E[F B 4O 7L AV —ZC, NIHDE et L T T
O FFEDORENTIZ LD L, semaglutideZ % 5 7= FBHE 1T, GLP-12 B IRIEBNFELLSL O R
IR TR PR SESC AR E TR RS Ol F BB LI L€, HAREEDY A7 349~ T3%IEU )ik R
PIRENTZEL TS,

Semaglutide associated with lower risk of suicidal ideations compared to other treatments

prescribed for obesity or type 2 diabetes
“Semaglutide and risk of suicidal ideations” Nat Med (2024). https://doi.org/10.1038/s41591
-023-02691-z

“Association of semaglutide with risk of suicidal ideation in a real-world cohort” Wang, W.,

Volkow, N.D., Berger, N.A. et al. Nat Med (2024). https://doi.org/10.1038/s41591-023-02672-2
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Vol.21 No.26(2023/12/21) RO1
l'Semaglutide[ ‘Ozempic ¥’ |35 X Nliraglutide[ ‘Saxenda’ | : fEEE#Y EZ L 7O AIHEMEDH
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©Exenatide (=F & FF K, GLP-15Z A FEIRE, 28U RIS TEWHE [EIN - J858 0 1ok 36700

O©Liraglutide (V77 VTR (B 1-#1#i %), Liraglutide (Genetical Recombination), GLP-15 2%
TEENEE, 2RUBE R IA IS, NETRETRIREE) EIN  J6e 0 vsh JEoe v
3% [E] PN C D KGR S 1 32 R I3 0D F

©Dulaglutide (7 =77 /VF K GBIsF#1#t %), Dulaglutide (Genetical Recombination), GLP-15
AARVEENER, 2R PRI TRRERE) [EIN  JE 80 Vst 3651

OLixisenatide (V& & FFF, GLP-1Z A AFENEE, 2BUBEIRPTIA W) [EIPN - 520 st %6
TeH

© Insulin glargine [ { A > AV ZF )X (s T ##L X ), Insulin Glargine (Genetical
Recombination) } (JP), EFIRNEMFEA L AV T 07, HERIFRIEHRER] [EN R 72 % HEIh 38585
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Adverse reactions to health products: annual report 2022

Health Product InfoWatch — December 2023

WA H :2023/12/20
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeftfect-canada/health-pro

duct-infowatch/december-2023.html#a4.2

https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-products/medeffect-cana

da/health-product-infowatch/december-2023/december-2023.pdf
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HEEEVAS 2 f/IME T 572 O U R B A2 LA LN TE D, B4 Tl R E R O 4
M EDRIENEDONDH FKE (AR) BB L OERE MR 1 7 » F(MDI) “4Canada Vigilance
Program (CVP) PICH & T2 2L TE D, Afald, EFM, HARERRIGE, A4 EH 5
(biologics) F, Bt AL, R - T AV AR, BLOBE BT AN RN R T TR H
[ZBAL, 20224FIZCVPE N L TS 25210 7= 7+ 2 EHN O ARIEGNZ BT 215 #E EH L= O
ThD, EHDARIEFIHCVPO N T — 2R — AU EILTOD A, ARRITIEE D TR,

&5 EROE E RS 3 L OHER]

20224F(CHealth Canadald, [N TO i AR 5 2207,238F 32 1 72, ARFEGIEEL T
74,540B1272% (1) o 1> DHER] (case) 11T, 10 FT= 122 AU L0 HEBHEA g o A 0> B
HSEEDIVD AR LA BF I 1D ORE S CRILLI IO T < COR A E Fh s, 1oDIER]
ZIEFIEIDOARBE &, G-I L BIMERERDB O 7 r0—T v 7 MEL G ENDLIEN DD,
Fl—DOFGICBIT HARMEZ R D WG H (ERAEFH, WHE, Wb, BLOVEITILER
SERATRE) DRI, THUEFINFET 5T REM D5,

A health product

B adverse reaction

€ medical device incident

D Canada Vigilance Program (CVP: U & O aMEEH 7077 2)ICBL T T oA M i

https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/canada-vigilance-program.

html

natural health product
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F1: 20225 12 B S N2 T X BN D AREFI$k (R SLRER)

B ORI SEBIEL (%)

I 3K 1, 39,641 (53.2)
PNAF PRI E 33,457 (44.9)
OV 2 38 511 (0.7)
RN 307 (0.4)
Z Dt 624 (0.8)
Xl 74,540 (100)

T ATCOm—R D7 B,

J1F 5Tk, BE IR BRI (MAH) M3 LOYHREIL, Food and Drugs Act3sd UfFood and
Drug Regulations' O EIZHEVY, ARG ZCVPIZHRE T D ENRBGHITON TS, B THHEH
PTHRAELZEBEARICOWTIE, MAHIZ YA 27 Mtk 15 H LIRICHE T 585585
FHFBITUD, F72, Protecting Canadians from Unsafe Drugs Act(Vanessa’s Law) IZHEVY, I3
BElZBeN Crods iz R AL (therapeutic products) KESHE O B AR A T X CTaRLEk%30H
PN T2I08H Mo Tnd, — iR (HEE, B8, BROYRBLS O ERIEE
F)IFARBREZ VO TH H EMIZIR N T 02803 TED,

20224F 121, [EN O ARSE B 00 88.8% I IMAHMN B IS, FRVIZF L L TRiFEHOD
Wit (5.6%) , BIO—HTRLO @ (5.3%) Tdh-7, Health CanadalZ[EAEE/ZIZIMAHZ ST
LTI SN ENARHE D ZLIT, EFMEFE I E Th-o72 (K1),

G Anatomical Therapeutic Chemical Classification System (fFFHIAR(LEHFE) FEMIL TRia S,
https://www.whocc.no/atc_ddd_index/

H Market Authorization Holder

I §¥#MiZCanada's Food and Drugs Act and Regulations%Zxffi, (RiE)

VBRI RS A M R
https://www.parl.ca/DocumentViewer/en/41-2/bill/C-17/royal-assent/page-ToC

K BHEARDBEIZEHT DAL L AIZEAUT, therapeutic products& i FEIK G, /ARSI, BONTEEIEM, &
B - R A VAR, N O BRRRE TSR IEA, B L ONEREE AT,
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X 1:2022F 2 ESN T F BN DAREFI$ GREEB)

BT 23.3%
SR 7.3%
i 0.3%
BRI OWEHE AT
O MR B X OERE R

74,540%1D B BINGRIZ, ZPEA358.0%, FHEH338.5%, HEBIRB E/ IR AR E 233.5% T
HY, ZHUFHREERTOARBE T DN THLNL M LIFEFR L TH DY, &R0 T,
/N (1935 AT ) 233.8%, R (19~645%) 5354.3%, mlind (655% LA E) 7328.4%, A~ £/
IXAER AR RS 0313.5% CTh o7z,

SR EKLFEER N
AR S TiH < ESNT= W IED S L —7 (WHODATCHFECD K32 L B) % AT
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22022 I S 4 E N O ARE G CHH Z SRS - g5t K FAr10fr s
(ATCHEDRX 5325 3)

BB (ATCAHEDRSY) SEBIE (%) ¢
S 4R (L04) 32,866 (44.2)
PUEMEESE (L01) 12,857 (17.3)
775 (J07) 4,025 (5.4)
Kt 22 £ 3K (NO0S) 3,481 (4.7)
PRI HE (NO2) 2,953 (4.0)
PAZENE SGE B 3K (RO3) 2,358 (3.2)
PLCTAD A (NO3) 2,295 (3.1)
25 MR EREAT AR (H02) 1,867 (2.5)
25 HHEFEJ01) 1,822 (2.4)
FEAHHRTE 3K (N06) 1,425 (1.9)

* —EROBRLE/RILZ AT T, HESNDARBENIE A T4 (solicited report) F721TRMA 72T — ZUNEEY
AT KL BRZ T QWD ATRENE RS,

+ 1 2OIEFNZIZI D LA EOHEREE B> TWDIGE B HD,

T YRR (ATCH DX 5y) M EIZIT TN EHESNTOTER] (case) DEE R T,

CVPIZ# S S 7z [ENARZMedDRAD#E HII K 5348 (SOC) MAINT EAL 1007 £ THERIITR T,
b Z<HRESNTZARDSOCIE, [ L [EFH LI O GHALORIE | THY, ZOSOCIZIE
BHEOLE RO B DR B R R AN, 57, FEEN, 1M, I8, B G- MALReE) A
EENTND, KICEDSTZARDSOCIEMEE, B L OMLE A IHE ) THho7z,

$43: 2022 ICHE SN FF BN CTOARES LA 10625 T (SOCiz L B)

BEHIRSE(SOC) SEBIER (%) F
— - BRI L O AL O AR HE 43,236 (58.1)
BE, gL OLE A DHE 21,476 (28.9)
JRYLIE B L OV A BUE 17,631 (23.7)
B Wl E 15,539 (20.9)
b R AR AT 13,999 (18.8)
R R E 13,186 (17.7)
B A SR 6 OV ARk e 12,431 (16.7)
B2 G EB LOFE T H kb 2 9,613 (12.9)
ME s, MShds K OMERRRRE 9,593 (12.9)
FEA 6,520 (8.8)

* MedDRA/N—a226.1, B H UG HAGE (preferred term, PT) L ~/L,
T 1DOEFNIZI DL EOFERISHEENDEGE R HD,
T OMEEARD B E I LA LRI UTER] (case) DEE/RT,

L BEL VAN, =, BEVR— T 0rIL0, REBFEERT 0TI L0E,
M System Organ Class

10
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S EEARDH|KEH

74,540 DARIEGIDHG, 73.4% N EFE LB SN, 1 DDIEFNZ DWW TEE LS -8
HAEEER S SN TOBEA 0D, 20224121, SARIERID22.8% T ABtz B4 BIENR, 2.5%
IXEMEETIER, 8.6%IFETHITH-7=,

S HECBEDRE

RHSNTZHE DOHTHE SO CTERGHOVAI E LT HZ TR EETHL, ARDHE /S
BN, EEMOBEROYAY, LRSI THHOMME, £ H &, ARDEME, VAZ &k
IMETBI2DIGE DN B &, BX W EITT —ZIUE FIERE, WS ODDOER N
BULAGD, PIAIT, FIUTELLHEERARIE, HIEWEICH A, R T —FNES AT LET
ZHESNDAREMENR DY, TNNHAEF—ANTEEL QDA RHD, —fKIZ, CVPO LD
RERWE T 0T T L TIIA FEFRITE/ R E SO DD,

Health Canada?S#R %5 %5210 CRlAfi U7z = 38 0 BE R I &Y, W F ERBIOERIE
HE O NG WM OBE, A7 - 375 KIRE ~DOR IR E DR, Bl LFEDOL
T, SO EIEK L OFHERREOBGIHTENHELONLZENH D, EREEFHEBIONF
K E B[ O Fr7- 70 8 B2 VS 1L, Healthy Canadians™” =7 % 1 h®Recalls and Safety
Alerts7 —H N —=ZOZ A L THMEN TS, ZEUEFHITA—VICLDE M AT LTHD
MedEffect e-Notice THEME 4L T\5, F7z, 20224 (ZHealth Canadald, #1E R 22 44 [ E
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