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Topiramate[ ‘“Topamax’ ] :start of safety review triggered by a study reporting an increased

risk of neurodevelopmental disabilities in children with prenatal exposure

Drug Safety Update Volume 15, Issue 12, July 2022
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A Antiepileptic drugs in pregnancy: updated advice following comprehensive safety review (Drug Safety
Update Volume 14, Issue 6, January 2021, p2-7)
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AV (xlsx) ELTIRAFT HZENTED, ZO~—F )it (hitps:/daen.tga.gov.au/medicines-search/) I,
A7 —H#_X—=RELEHIZTGAD T = 7 A RBIZTABRSIL TS, ABREH DNEFR IS ED I, 3~
471 A NIZE BRA~DO I 2 2 T IEL T0DS,

HET_REEERAELT, DAENT —Z_R—2 @G BINESN TODIENT b, 4%
FRPFELL TND, HDOWIEIRG E LT 7T AL T ER SN EE BT 51T T
0, £, 7 —F_X—RIEBEF O R R RS T XTSI N TWDH DT TR,
DAEN - medicines®D 1 5Z 5 oD e W CEIR S E2IIV 7 F o DO e EF 52813 T&
AN

A Database of Adverse Event Notifications- medicines: ’DAEN — medicines (£ 3£ /) "¢"DAEN - medical
devices (FE B HEZS) »D2FE 35 Dhttps://www.tga.gov.au/database-adverse-event-notifications-daen
B https://daen.tga.gov.au/medicines-terms-condition/
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PIFIL, BT 7 2AHTHD,
ZZIZH A, About the search results: DAEN - medicines®D VA M FEIZEEIZL TV,
(= -ty ==tly)

ODAENR—Z R D EEE OB E DB
DAENN—ZRRD~y 7 ~_—PC, it B O#iH (Date range) FE R 5144 (Search medicines) F4
AU CTRREEZEBGET 5 (K1),

stralian Government

Department of Health and Aged Care

Therapeutic Goods Administration

Home REIEVERICIEITLE Consumers Health professionals Industry About the TGA News room

This is a trial (beta) version of the DAEN - medicines, best viewed on a larger screen and Chrome Browser.

Home » Safety information » Safety information & education

Database of Adverse Event Notifications (DAEN) - medicines

Inclusion in DAEN - medicines does not mean that the adverse event has been confirmed or that it was caused by a medicine or vaccine.

Search the DAEN - medicines # Reset

Date range

From To

1971/01/01  2022/09/02 e

O O

Search medicines - (1) Medicines selected
(Search by frade name/s or an active ingredient/s. Select one or multiple medicines from the list below to include in your search.)

)

IARTER
COMIRNATY COVID-19 vaccine (active ingredients: tozinameran)

X1 FRFEE E—HRE B OHiF (Date range) DERIREEFK L4 (Search medicines) DA JJ
ZZ T ELTCOVID-197 7 F 2 D Comirnatyx A )L C\D, MRFRZED FICHRIEA D—BEIRENDHDT,
F 2y IR I ATERT S,

D DAENTCIXGoogle Chrome CORE AL TWD, LOTF7H —CIXZZICRRLIZISICRK RS20
ZENBD, (FRIE)

E 1971/01/01 ~F —Z_X—2AT7 7 A A ORKKI4A BT ETORENEE A HETH S,

PR G4 EITA 2 B NI 5,
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@ Medicine Summary

* Medicine summary|ZiE, V7 F U OREFIL B FH TS,

s WESNIAEHFZZI LV —T(ELTW%,

s FEDEEKMLEIITITFAON TR E<HESNTAEFEFRETIIOHET 2L
MTED,

s MEINTEINOOA EFEFRIXEIRMLEIIV /T VNG ERILIZREWVOHLIER THY,
RIS EDBHEIT LT LHHEEL TV DI TIdeuy,

o WEICITBEFNCRIALILBBOAEERNTEN TG RHLI0, KT —4DH
FHIEFIE OB Z WL DD,

[EaTVDTANE—], [TH—HAE—R], [ZDOMDF T ar | ~DV

Search summary counter L
Reports (cases) Single suspected medicine Reported deaths ? A —
79,737 77,583 407 - E—' -

Nervous system disorders Headache 15,526 15,171 15
General disorders and administration  Chest pain 11,418 11,061 20
site conditions

Musculoskeletal and connective Myalgia 9,930 9,717 5
tissue disorders

Nervous system disorders Dizziness 8,899 8,746 4
Gastrointestinal disorders Nausea 8,528 8,360

General disorders and administration  Fatigue 8,087 7,867 12

X2: REEROEN, HEELR (MedDRACER) BIOERET —F
A:MedDRADZE BIASTE (SOC) . HEHELGIT Lo TE DI BA 21 F 1= DU T ORI 3
B:MedDRA TEHRINT-A EFEFROFMY], ZNHOHEFEFLIISOCHIZT N —T LI T\D,
C: HEHROMER O REFIEL,
D:AEFHLEOBBENREDNARLEL THRESNIZON Y EERKLEIIV 7T DB THTIEFIEK,
E SRS I, EBELFIIVIT U2 LR THINEIDIT D> TR,

SHITList of reportsH3e (K3), A, M5, MedDRAHGERID A HEFRIFLHEH 4L, IRD
Data visual representation CZUH MR TRIND (K8) , 7 —F X —ARFEFEFRD LT IZO0
TIEZTHHD~— (About the search results: DAEN - medicines) %2,

O EIEGA FRISIE, ICHEEEKHFESE (MedDRA) W THE SIS, GRIFE)
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@ List of reports
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TERE B 7 — &2 2 KRB THEL T D, EALSN T SIEF OFEMIE, 7 —F%D A1 HIIA
IZFRRSITND, —EITIE, EHEdDMedicine summary (X2) K0S 2O (MR, Fln, B

DME LT D RIS 7R E) NFIRENLDS, FEBNIAEFFZRINT NV —T LS TR0,

. ?
List of reports - (79'737 I'OWS) Hover over the table to view exporting data and other options. Click on the dots to see more options. =
Case number | Report entry date | Age (years) | Gender Medicines reported as being MedDRA reaction terms
taken E F
751003 2/09/2022 + COMIRNATY COVID-19 vaccine + Chest pain
(tozinameran) - Suspected + Pericarditis
751002 2/09/2022 + COMIRNATY COVID-19 vaccine « Chest pain
(tozinameran) - Suspected » Myocarditis
751001 2/09/2022 + COMIRNATY COVID-19 vaccine + Chest pain
(tozinameran) - Suspected * Dyspnoea
= Pericarditis
750999 2/09/2022 + COMIRNATY COVID-19 vaccine = Asthenia
(tozinameran) - Suspected + Chest discomfort
» Chest pain
« Dizziness
* Dyspnoea
» Electrocardiogram ST segment

[X|3: List of reports GREEF —&)

A FFEDIENIZ B IR 5120 D —BMEOH 5 HE =1,

B: AV FNOWENT —F =R ANESNT B, ST LA EFRORE A Z KBS AL O TIIR,
HEHEORRESTICRENTELNDLIEL LD, BEDH ERERENARSNIZZET, FEZM+
FEHIE L TOBTGAIZHRIESNDZEL JL<H D,

C:HERRERBL-H SO BE OF G

D: BE ORI

E:BEMNMEALEZIENMESN TODER L ERIZTIF o, B4, TRITEDRD L DZEbd D,
BEDMEA LT X COERMLDPTCAICH A SN TODLIE RSBV EICH BT RETHD, EHLSL
T F o L EFELLOBEIIE, L FO3>OFRENS D,

1. Suspected (B \&V) — EFLMPAHFEREZGISEILIZAREERSHD,
2. Interaction (FHEfEH) — 2FHLL EDOEIERGOBICAECAHEERANGEFRE S ILE
WD, W, LR oA AR BIL TSCHER T SN EOIERI 72 1Th 5L,
3. Not suspected (§EVVel) — ZOEIMIFEFROBERHMAIN TR, FEFLLEOH
HIIEEDIL TR L,
MR L ERH L LOMEICOWTE, HEEOF ARSI TVWD,
F:MedDRA CEFRSNI-AEELOMIA,

" unique number
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OTH—HAE—F

X2 Medicine summary33 L TONKI3DList of reportsiZ-DUVNTIE, FUANG EOJRWEFCTHHA TS
A= — I =NV DEFIRSNDA T var b, [ 77— AT —F ] (K4) ZHHL T, VAL
EPERL TR TED, T, 74— B AE—ROFIZHLIRL AT MDA T > ar 12T, 2
DRB L w7V I T HET —HDITI AR —h, T —HZOW X, WA SR E DRI TX
Do

Pz
\ FRTER
11-beta-hydroxylase deficiency
g minus syndrorme
Abdominal zbscess

Abdominal adhesions

Femare

O F—soxoam—r
B s—TLeLTtER
=0 2y hS1h
Q SFNEORE
v 1} BETERER

idominal cavity drainage
cptions. Click en the dois to see more cplions. = D , . .

Cases with a Cases where death &S Age {years)
single suspected | was a reported

medicine outcome

1t pECE~E2
L8 PE T >

TATER
Less than 5
o1l

12t 17
18to 64

65 and above
Unknown

X4:7 4 —HAE—RERIRTB

{ LM—hcES ‘ MEDICINE SUMMARY_16-SEP-2022_205409 <7

Cases with a Cases where death
single suspected | was a reported
medicine outcome

MedDRA system organ class | MedDRA reaction term

site conditions

Mervous system disorders Headache 15,526 15,171 15
General disorders and administration  Chest pain 11,418 11,061 20
site conditions

Musculoskeletal and connective Myalgia 9,930 9717 5
tissue disorders

MNervous system disorders Dizziness 8,899 8,746 4
Gastrointestinal disorders Mausea 8,528 8,360 g
General disorders and administration  Fatigue 8,087 7,867 12
site conditions

Nervous system disorders Lethargy 8,073 7,957 11
Respiratory, thoracic and mediastinal  Dyspnosa 7,903 7,663 36
disorders

General disorders and administration  Byrexia 7,694 7,497 14

General disorders and administration  Injection site reaction 7.107 7,003 1
site conditions

Musculoskeletal and connective Arthralgia 6,694 6,547 5
tissue disorders

Cardiac disorders Palpitations 5,185 5,040 1
Nervous system disorders Paraesthesia 5,069 4,954 1
Blood and lymphatic system Lymphadenopathy 4,548 4,450 ]
disorders

General disorders and administration  Chills 4,336 4262 1
site conditions

General disorders and administration  Chest discomfort 3,658 3,554 3
site conditions

Gastrointestinal disorders Vomiting 3,504 3417 24

[X]5: Medicine summary ([X2) D7 4 —HRAE—F

T —HNAET—RTIIIEREN TEREND, =V F T —ACFERENDT )V F—5H AL TR Stk %
RETDHILT, MEBERREELRVIATZELAHETHD, £ LEDILR—NIRED | TIEOBEHEHIZREDLIIENTED,

m

' A=a—O—E2 ARG ISR SN TODEBEIRR S A ShTn s e ElBbh s, GRIE)

glﬂll
%
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LIST OF REPORTS_16-SEP-2022_205409 7

Case numper | Report entry date | Age (years) | Gender Medicines reported as being MedDRA reaction terms

taken

751003 2/09/2022 24 Male « COMIRNATY COVID-19 vaccine » Chest pain
(tozinameran) - Suspected = Pericarditis

751002 2/08/2022 41 Male + COMIRNATY COVID-19 vaccine + Chest pain
(tozinameran) - Suspected « Myocarditis

7531001 2/08/2022 38 Male = COMIRNATY COVID-19 vaccine = Chest pain

(tozinameran) - Suspected « Dyspnoea

= Pericarditis

750999 2/08/2022 31 Male + COMIRNATY COVID-19 vaccine + Asthenia
(tozinameran) - Suspected + Chest discomfort
- Chest pain
« Dizziness
« Dyspnoea
« Electrocardiogram ST segment
elevation
* Headache
- Hot flush
« Loss of consciousness
- Malaise
« Myalgia
= Pericardial effusion
* Pericarditis
750998 2/08/2022 12 Male + COMIRNATY COVID-19 vaccine « Arthralgia
(tozinameran) - Suspected = Axillary pain
« Diarrhoea
« Dizziness
* Headache
* Nausea
* Neuralgia
750985 2/08/2022 51 Male « COMIRNATY COVID-19 vaccine - Arthralgia
(tozinameran) - Suspected + Confusional state
- Dizziness
= Eyelid disorder
- Headache
« Lymphadenopathy
= Myalgia
« Nausea
* Photophobia
« Pyrexia
« Somnolence
750991 2/09/2022 - Female = COMIRNATY COVID-19 vaccine = Chest discomfort
(tozinameran) - Suspected + Chest pain
750940 2/09/2022 - Female + COMIRNATY COVID-19 vaccine + Cerebrovascular accident
(tozinameran) - Suspected
750987 2/09/2022 = Female « COMIRNATY COVID-19 vaccine » Injection site haematoma
(tozinameran) - Suspected - Injection site haemorrhage
« Injection site nodule

[X|6: List of reports ([X3) D7 4 —HAE—F
BSEFIER, A7 v arinbI EX ERBUENTE D,

@ Data visual representation

H 7L — A B dData visual representation G, Tables and graphs £7=|ZGraphsZ i8R 5= &
T, MEBEMRBEORREYIVEZHZENTED, 2, LD D Advanced search options?
F IRy 7 2RI, SOCRAH EFRARE DKM TRIAATET —F B A AT HE
»H% (A7) .
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- - 4
Data visual representation ¥
%
Tables and graphs I
Advanced search optb&
MedDRA system organ class Y
(00 selected)
P jg=
Cl 3RTER
["] Bloed and lymphatic system disorders
] Cardiac disorders
1 congenital, familial and genstic disorders
[ Ear and labyrinth disorders
— — =
X7: 7 —FZRREVEZD
? £ ---
Age MedDRA reaction terms (top 25 view only) \
£5 and shove 1484 (2%) | )
13228 (173)
- p»
wyrecs | 7>
18 10 64 57.277 7250 — wnjection itz rez... | NN 7 10°
Palgitations _ 5184
Gender o
Lyrnphadencpathy - 4,553
Mot Specified T E
22223 (3%) |
Male Chest dizcomfart - 3,665
25057 313)
Vomiting - 351
o [ 245
Inj=ction sits pain - ERER
Abdorninal pain - 3045
pericarsics [ 3020
Pain in 2xtremity - 3.00%
Diarrhosa - 2512
Syncops - 2.8M
I—Famale 52577 (B6%) Presyncops - 2404
ok Sk 10K 15K 20k

[X|8: Data visual representation
M7 TERREEADL, SESERTTTNMETED, A7 var (REIZHR) WRSNDLEIE, 74— A
BN TR HILLATHE,
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@ BE 75 NIHS BERALZEMEFER
[>KFDA]Vol.14 No.07 (2016/04/07) RO1
(AR RBR AT 7L avh
[>KFDA]Vol.15 No.26 (2017/12/27) R0O1
[FDA 3 i A E S S 7 — 2 23R L, LR 287272 — /L ‘"FAERS Public
Dashboard” O3 H 4B 4f |
[WHO]Vol.13 No.12 (2015/06/18) R04
'WHO Global Medicines Safety Database ~DA—7"> 7 7 A (VigiAccess) % 34 |

16


https://www.nihs.go.jp/dig/sireport/weekly14/07160407.pdf#page=2
https://www.nihs.go.jp/dig/sireport/weekly15/26171227.pdf#page=2
https://www.nihs.go.jp/dig/sireport/weekly15/26171227.pdf#page=2
https://www.nihs.go.jp/dig/sireport/weekly13/12150618.pdf#page=12

	【 英MHRA 】
	 Topiramate［‘Topamax’］：出生前曝露された小児での神経発達障害のリスク上昇を報告した研究結果を契機として安全性レビューを開始
	【 豪TGA 】
	 医薬品有害事象報告データベースDAEN（ベータ版）を公開

