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https://www.gov.uk/drug-safety-update/isotretinoin-roaccutanev-new-safety-measures-to-be-introduced-in-
the-coming-months-including-additional-oversight-on-initiation-of-treatment-for-patients-under-18-years
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Glucagon-like peptide-1 (GLP-1) m—i&B W & (incretin) - ABREREBRBE
Z R - DRZEaERENAH  BERRERSERW - MIHARREI W - &
ESHEZE - MIHEREIEA - AU GLP-1 ZE2{EHE ( GLP-1 receptor agonist ) 2% m
O] AR ER AR - MERMARIEEZES - BAIFE GLP-1 receptor agonist #8875
%M 9A dulaglutide - semaglutide & liraglutide - E 5 dulaglutide A% %> 22 @ 2 & &
BIERE/ "5 _BUNERSE L - liraglutide 22 semaglutid D & m 2 2 EBEER "%
BUtEPRYm L B2 TR EREHl L ; 3B E GLP-1 receptor agonist FARE R € H#Em - 3
lixisenatide/insulin glargine X liraglutide/insulin degludec - EZ EBEESR "5
BUNERRSE 1 ©

Z B FDA 1% 2020 &£ 5 A&t # GLP-1 receptor agonist 5 %2 qp 7 16 M 7% & Bz Y Eh 5F
i 8 - 3R & 1 GLP-1 receptor agonist #8 & 75 2% m (0 dulaglutide ~ semaglutide -
liraglutide ) ZfH&E "EFETEFIE, B% - BT "HERDE, BEALEZEM -

Bk GLP-1 receptor agonist HZEmB Pl 2 M5 R TEEYARKREBRR
POHHBENEGARRBERZHETHOMLEEXXMER - DURFTBEAEH GLP-1
receptor agonist &R 7 BRERMBEARKERMR -

BAARRERBRESF D

RETHEVARREBRARERNE - HstE2 2022 F8 A 10 HIE - HEE 156 4
ZF LA A GLP-1 receptor agonist 82 ms|iEARRIEZ XA - B2 BEARKIE 60
% FFREARKRE G - BHEZEAERNNEZ R XEEREMNEZREM (56%
vs 44% ) - PN E A ST 5% (EE 24-885% ) - IKFEXREREM ( seriousness )
o BREBEHLIG BRRAEEIERRAEREBEH 214  HEREAR
RFEEH 38 - IEBMEARREEH 96 4 - GLP-1 receptor agonist EH A FLIRE £
i 2 dulaglutide ( 67 % ) £ liraglutide (79 ) HERZEIRE B - semaglutide 2
lixisenatide/ insulin glargine B3 RlI##%E 6 #4462 4 @R =61 - REE liraglutide/insulin

degludec ZAR R BB ZEA -
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A RKIEBHEMRK MedDRA 28 E & #7048 ( System Organ Class - SOC ) 734840l
F_Fi7r - Bl gastrointestinal disorders ZB®W 4 EAES (N=102 - TE2BMIERSDIE
O BN~ BEESE ) - HX % investigations ( N=45 - T ZBRERBIEMIEHIELASE ) -
general disorders and administration site conditions ( N=32 - = Z @M EAR B FH 0
I FESALZ ~ B ~ S5 ) - nervous system disorders ( N=27 - FZBIEARRIE
& - 9885 ) & metabolism and nutrition disorders ( N=22 - = E&EWRIEAK B EARRERE

RmEsE ) -
%) Dulaglutide Liraglutide Semaglutide Lixilsnesrl\Ja;itri]de/ st
i FEAE W& RIS WERm | BeEEH W& PR IS 1 PRI
EJUTE 67 74 5 6 4 156
45l
St 26 (39%) |40(54%) 0 (0%) 1(17%) 1 (25%) 68(44%)
2 41 (61%) |34 (46%) |5 (100%) 5(83%) 3(75%) 88(56%)
FH#e
ekive: i 60 53 43 64 58 57
(£2E) (24-88) (28-79) | (25-52) (59-71) (48-65) (24-88)
FRRE#ER
ST 0 (0%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 0 (0%)
BREdn 1 (1%) 0(0%) | 0(0%) 0 (0%) 0 (0%) 1(1%)
EYERFERFREE | 18 (27%) 23%) | 0(0%) 1(17%) 0 (0%) 21 (13%)
HittEmEFrRRIE 22 (33%) |13 (18%) | 2 (40%) 0 (0%) 1(25%) 38 (24%)
FREARKIE 26 39%) | 59(80%) | 3 (60%) 5 (83%) 3 (75%) 96 (62%)
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RERRDE / ER
Blood and lymphatic system disorders
Leukocytosis
Cardiac disorders
Cardiac disorder
Diastolic dysfunction
Palpitations
Tachycardia
Eye disorders
Diplopia
Eye movement disorder
Eye pain
Eye swelling
Eyelid ptosis
Vision blurred
Gastrointestinal disorders
Abdominal discomfort
Abdominal distension
Abdominal pain
Abdominal pain upper
Constipation
Diarrhoea
Dyspepsia
Flatulence
Gastric haemorrhage
Lip erythema
Nausea
Pancreatitis
Pancreatitis acute

Vomiting
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General disorders and administration site

conditions
Asthenia

Chest discomfort
Chest pain

Cold sweat

Decreased appetite
Discomfort

Fatigue

Injection site erythema

Injection site hypersensitivity

w
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Injection site pruritus

Injection site rash

Injection site reaction

Malaise

Oedema peripheral

Swelling
Hepatobiliary disorders

Biliary dilatation

Cholecystitis acute

Hepatic steatosis
Immune system disorders
Hypersensitivity
Infections and infestations
Emphysematous pyelonephritis
Gastroenteritis

Herpes simplex

Osteomyelitis

Pyelonephritis acute

Septic shock

Urinary tract infection
Investigations

Alanine aminotransferase increased
Amylase increased

Aspartate aminotransferase increased
Blood alkaline phosphatase increased
Blood glucose increased

Blood lactate dehydrogenase increased
Blood pressure decreased

Blood triglycerides increased
Gamma-glutamyltransferase increased

Glycosylated haemoglobin increased
Lipase increased

Lymphocyte percentage decreased
Neutrophil count increased

Protein urine present

Urine leukocyte esterase positive
Weight decreased

Weight increased
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Metabolism and nutrition disorders

Acidosis

Decreased appetite

Dehydration

Diabetes mellitus inadequate control
Diabetic ketoacidosis
Hyperglycaemia

Hypoglycaemia

Hypoglycaemic coma

Hypophagia

Ketoacidosis

Musculoskeletal and connective tissue

disorders

Muscular weakness

Musculoskeletal discomfort
Musculoskeletal stiffness
Myalgia

Neck pain

Neoplasms benign, malignant and
unspecified

Thyroid cancer
Nervous system disorders
Cerebral hypoperfusion
Coma
Dizziness
Headache
Hypoaesthesia
IlIrd nerve paralysis

IVth nerve disorder
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Loss of consciousness

Somnolence

Syncope

VIth nerve disorder
Psychiatric disorders
Anxiety

Depression

Disorientation

Insomnia
Renal and urinary disorders

Acute kidney injury

Chronic kidney disease

Respiratory, thoracic and mediastinal

disorders
Hiccups

Skin and subcutaneous tissue disorders

Dermatitis allergic

Erythema
Lip swelling

Pruritus

Rash

Rash pruritic

Skin swelling
Stevens-Johnson syndrome
Swelling face

Toxic skin eruption

Urticaria
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HEENE

FE LI 2 A GLP-1 receptor agonist #2Zm5[EEEMIE 2 BMEHIL S 4 - Hop
4 R EN 7 ol s 22 M7 dulaglutide - HAEZAIEHARBRERSWEHEER - €22
1 Bl A repaglinide ~ 2 16 3 glimepiride ~ 1 I A insulin ; 58 1 #@#mERL 20]
5E2 /s lixisenatide / insulin glargine #8752 (EZRSIFRNE= ) - EMEEHELE
SEREARREAG (ERRAERILEERAETREE2 4 - EMEEARKE2 4 )
HEREARNELH -4 HBREARKREREEANT - MASEENRE (2 Al ZMEES
17-23 mg/dL -~ 2 BIMIEEAR ) MESZAERESTTERLGHAE - WA 1 AIZEEIEEE
KMzt &2 ( hypoglycemic coma ) ; b 4 B ZE A E/RF 5 =B RBEESE ( American
Diabetes Association ) ZBRERMEERE (BEMESHEMABBIEEE )
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1. GLP-1 receptor agonist E7 %

EE] FDA RE R GLP-1 receptor agonist #2875 %57 ( ¥l dulaglutide ~ semaglutide
liraglutide ) ThERCETISILIREEMEHERE R WE ( 10 sulfonylurea ) EtRE R H A
OE R AR MiE 2 55 - 22 2020 &£ 5 A3E] FDA RiEhEF {4 GLP-1 receptor agonist $7%Z
mZ ERMiERRE - &AEZRZEIEN GLP-1 receptor agonist B HFEm 7 HE - £ " E5
ARFIR ) BETE "HERSERNVHSRERFHUEREENEZ ER - ESRER
MmiERE ; BREFRAZERERS WESREREISE - o0 RBEEMEZ R, - I
Mt "TEHRAEREFABRZRA - BIREEDERERE - DUREER AL Z8EE
JRBIREAR 5 - LESN - BRER EMA 1% GLP-1 receptor agonist B R #EmhE Yy "EZB K IES
I8, EMMATEEMERBAEBRRCE - M2 2EmhEETE A sulfonylurea SURE =T
FATTAE S AR MME - MRt RZEmE £ o] fRE R B Mg 2 &k -

P

2. GLP-1 receptor agonist/insulin #75 %mm

B FDA 1% GLP-1 receptor agonist/insulin 8 5 ZmpE Y 'EERIESIE, B
ERTEBMBASRERMNEREERZARKE - MEEEMECESIEEREMEFR
OJEEB RAEMEERITT ; WA T AR Mg 2 @R+ DU /ME [ 2 bz B IR E 2 18
it BZEARALBEZWOWEAESERDES - 5 - B8 EMA iR GLP-1 receptor
agonist/insulin @ T ERHEY "EFZEEFIHE ) BTA NS JRESIREEMEERAYIE
o BEEHANERS KREBER RRENEHS - & sulfonylurea FfHS -

Glucagon-like peptide-1 (GLP-1) B — B W %= (incretin) - ABBERERBE
AR LGREE A ERE - GLP-1 receptor agonist SRZmB B RERE R W ~ HH
TR W EESHTEEFA - EERIENR ; BAR GLP-1 ZFRAKENFE
ZiERE (glucose dependent ) FA1Z - RIIEASRK T ERERESEDW - BIL GLP-1
receptor agonist A5 5| EERMHE 2 BIRE - 281 - % GLP-1 receptor agonist fff FHE i
RRERDWESREER - RITEBR I EMES M 2 EkE -

REZEY AR REBR A AREESLUER GLP-1 receptor agonist B4 EME 5
HIBImES - B34 N GLP-1 receptor agonist FFRERE R 72 WME / FRE XS £ A GLP-
1 receptor agonist/ IRER®E - EFEIZ 4 HEBMEMAZE LN ERESFHEET
B 7 BB R MEZE6 -
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HEXE

GLP-1 receptor agonist ff FHEEE R0 W El / IRERZBERME  BEHZER
Rk BERZEBEHE - RIT2MBHEBSR "EZHIBSIRE ., BREFEH "GLP-1
receptor agonist FF RERE R WE /BREZR B R EEMIE 2 ERR . - =R FDA
7R 2020 £ 5 B RN &¥ 1t GLP-1 receptor agonist 8 2% m 2B M AR & - E7] GLP-1
receptor agonist FREFE KB - X "TEEFEIEFIE, BEE-DNT "EREERDER
B, DR "THRARRERERSWBISBEERZAA - BIREEEMIENEE T HE R A B
WERYMEA , -

EESEH A G HEE GLP-1 receptor agonist FRERE R WHE / BREZRSFEA GLP-1
receptor agonist/ IRERE HEYERFRERMEZES - REEBMREYEIEZNR 2022
F 11 B 9 HEREKFRA GLP-1 receptor agonist #822 mEF ol B BB KU T ARES
Zm{hE : (1) GLP-1 receptor agonist B S ZE @ ERPNHE "EEBZRIEFIE 975 :
MHGFREREZESRESFEERZBEERMERAMREBLEHEN  AFER "HAH
ftiERE R 2w (AW - sulfonylureas ) SN EREZEIEMEMENER - 612 EERM
W o BN T - WA TBER ZMZE sulfonylurea S fE B XA SR R EEEEMERNE
bz - IRNFRERERSWEINREERZRA - BIRERMEEN E bR 2B fm A K Mg E
A o 1 ; (2) GLP-1 receptor agonist B R ERERPXIHE "EFZEEEE ) BEMN
HREEMERRERZEZEN RS8R "BERMEDEES I EEEEE - hafEs%m
BRIERILT - BRECMERIRHORE - WERERANRBES WA HETESEMmE -
BEREAMBEZRNAREEEMBNER  HAREMERRESHREA - EEEIENNMESR
ARVEEER - |, - BiFEE P ERE TR - E—DNRERREEA S KE AR R AEEE R
ZEB  RERIZZAZEZE -

BEAEBLAME —BRRAREEYARKRERSE:  BRBRIWERTE - TATERRA
BETHEYARRERR L -  BEmEYERZHETEEY AR REBR P OFREEE
AFFEEMARREZBREMERERLEMNE  DIHEBAREZSE -

Drug Safety Newsletter 2023 December vol.84



i
i
<t
i

°© SENRL
L

2.

Drucker DJ. Mechanisms of Action and Therapeutic Application of Glucagon-like Peptide-1. Cell Metab.
2018;27(4):740-756.

“Severe hypoglycemia is an event requiring assistance of another person to actively administer
carbohydrates, glucagon, or take other corrective actions.” (Reference: Seaquist ER, et al. Hypoglycemia
and diabetes: a report of a workgroup of the American Diabetes Association and the Endocrine Society.
Diabetes Care. 2013;36(5):1384-95.)

“Level 3 hypoglycemia is defined as a severe event characterized by altered mental and/or physical
functioning that requires assistance from another person for recovery.” (Reference: American Diabetes
Association Professional Practice Committee, et al. 6. Glycemic Targets: Standards of Medical Care in
Diabetes-2022. Diabetes Care. 2022;45(Suppl 1):583-596.)
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http://www.tdrf.org.tw
FB/IGIp#4588H < IR %88 2L 3E

EENTRERERRAT @

https://adr.fda.gov.tw

BRGSMARRERERZA

https://www.fda.gov.tw/TC/site-
Content.aspx?sid=4243

1T A B  MENZAREREESE
B E:BRXE FEEYARREBERD L
ARIBRRRS : BEE - KXW - MEUE - M - MIRE : BltmPEEEERIE2258101%
wIEZEE . fER - REM - AEW - MER - =7 a4 : (02)2358-7343

BT BAEX - BE=E (02)2396-0100 ( EHRPLER )
HiTHREE - Bl - $XA = : (02)2358-4100
IRBEA  BEERTNEmEYERE : http://www.tdrf.org.tw

https://adr.fda.gov.tw
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