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[>KFDA (U.S. Food and Drug Administration) ]
e Lecanemab[ ‘Leqembi’ ]Zff L CWAT /LY A~—iKBEIC, LV RMOMRIT=4Y 7 %
BT 2IO9FDAHELE — BE =) I IR IECB H R 2 AU QWA EBED
EEICBAr D, 1BIRICET AR B E DT O HREE c T D AT REME D 3D

e Acetaminophen : #EARHT O FHE B PARED BE 32 AIREMEA R =7 L AIZFDAD KIS —
FDAIFFED Z MR RO UGT Tt E A Bla T 2L &612 B PEE BIE 42 nTREMEA BRI @

[#%MHRA (Medicines and Healthcare products Regulatory Agency) ]

e Drug Safety Update Volume 19, Issue 2, Sepetmber 2025

o Paracetamol *#THz — 4THRH D paracetamol D HIZZNE THV LR THLIEE LD
THFT D

BEDONIHSEE T EHR

https://www.nihs.go.jp/dig/sireport/index.html

RO MV ABREEABRE - JOF U EDOMKRER/MRICEE T 5 X EER
https://www.nihs.go.jp/dig/covid19/index.html
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OO0’ 10OO0OOIR Y ENCHITBIRGE4A 2L, BEFHFEIZFHIEL TMedDRA-JZH AL CVET,
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eLecanemab[ ‘Leqembi’ &AL TWAT LY NA<—fKEREIZ, TVREHD MRIE=#). 7
2585 FDA R — BRHE=F) 7KV MRECBHRITE 2L TODBE
DEBIZEILD, IHRICE TR EREDT- D DIF BB R O MDD D

FDA to recommend additional, earlier MRI monitoring for patients with Alzheimer’s disease

taking Leqembi (lecanemab) — Earlier monitoring can potentially help identify patients

experiencing brain swelling or fluid buildup and help inform treatment decision-making

Drug Safety Communication

A H :2025/08/28

https://www.fda.gov/drugs/drug-safety-and-availability/fda-recommend-additional-earlier-mri-monit

oring-patients-alzheimers-disease-taking-legembi-lecanemab

https://www.fda.gov/media/188468/download
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TWSLREZRE TEDATHREME N D, ARIA-EILE # BIEGEMETH L, TR IESLTADA
HERURREREOEE CEMEENTERBEILZENHY, FHTHILALI TN,

T IV NA = — IR DIEPEST B PClilecanemab D fifi FH I 9 ARIA-EITFRFR I N CTEBY, HiTD
RFIEHRTIESENH, 7EH, L4 H OFG-ORNIIMRIFEZITILOHELEL T\D, Lol
72736, FDAIZZ DR MR EIZ DUV CREM it 2 i U785 3L, 3151 B 0% G- D HiTICMRIR
TAIBMTHIET, ARIA-BFHG %2 L0 BN R E CED A REENH D L 7=,

ARIA-EIZMRI CHR AN SN TR HEITT 5280305, ARIA-EDBEELFET HZLIZK
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B OB LIS FR AR CTED ATREME R B D,

OEBEEERTES
o EENEEHIIZOHT-/HEEEIEZIFRL, lecanemab?D2[a] H &38| H O 5-O M,
BEIIMRIE=AV T ETIOREXTHD, EREMEFE L, ARIA-EOEIR (B8, $5L,

A Food and Drug Administration
B magnetic resonance imaging (7453 2 HE 1Hi14)
€ amyloid-related imaging abnormalities with edema

D' community
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BEtRTNETHD,

e ARIA-EEZWiSn =56, ERIEFHITREBION#EE L, lecanemablZ LHTER A
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HIE MDD DD, MRUZEDEAI DM N L ETT T 2280305,

OF —FDER

FDAIZL, lH D7 7—~at I AL O C, 155 I ZARIA-EAN B 7= BaE 6/ &
FE LTz, ZOBBEHINE ST E7RY, lecanemabdD 5[a] H OF: 5- ORI &7-ARIA-EDO HEE
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24 N3 C, R BUN T2 72D I RN T8 SO MRUR 25 A3 FE i S 4L CRE PR FEAM 231 7404 C
Wz, A EIOFEFILE 2 —Tl, 318l B O 5 ORICARIAZFEBLL T ATREM R’ $H D03 B O
TEHIR72MRIR A F CREE S IV > T R B TR S TN, TEFRa— 20 B
(2B T HARIA-EDOFE AT/ NI S TO D RTREME D B 5,

FIZFDALL, 6BIOEFEHIDOLE 2—b5E T LIz, RAIDLE 2— TRESNIZZD6HIDHH,
15 D 7253 4 NFISE AR T, I OMRIR A (F72H5[E B O 57T TRE S 47z, 529
DOSHITHE, BEEOEEO0~8H LINIIERBFEEL, ZRAE-0 1T TREADMRINTHIL
2o ZOOHAENI3IE B O 5% IR A HEBLL, FRVO 16140 B OF 5% ITIEREZFHEBL
72o 3181 B OFe G-t £H 72 74l O BBERIL, SER O EFE KL L3[8] B OF 5% 12 Y
RCRBILILZEEER DL, BEFFITIIT TICREL DOH o AR B W I e a2 R LT
W5, ARIA-E% X0 B 128 &+ HZ 12 LV lecanemab DGR AL/ F7- 13 1L L C, HE T
BB L7 0IF 0 FEREAR CTED W REMED D,

{Lecanemab[ ‘Leqembi’ 1{Z-2V T
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E Leqembi (lecanemab) D K [E LT EHMITLLT DI A M2 B (FRE)
https://www.accessdata.fda.gov/drugsatfda_docs/label/2025/761269s0131bl.pdf
F FDA Adverse Event Reporting System
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o  UMINMNABTIOARBERETHIEMOHS A E TN OTUAEEK L THD,

o MEREIH A0 mg/kgT, 20 MIC1EE, FBRUESIZKI LRERIANT TRl fEIC K0 5L
A DR N AN

o O ELHONLAEFEINE, FEATEI IS, ARIA-HY, ARIA-E, BX O THD,

e LecanemablIE & CEIEAI L2V EDARIA-EDSEIR (T 7o B MR IE012 HIR T ) %
FlEEZTZENH D,

o ARIA-EITEIREL T, JEJR, S5EL, WHEMMED TV, BUREEE, El, KREE, B, i
BIEEETHIENDHD, LLENRD, ZL<OBEITIIER THD,

o ARIA-EZFBILI-HBE ZHE T 572, FDAIZEI/E, 3[EIH, 5EIH, 7E H, 14[E B0
P 5-RICMRIRE 2 i 32585 L QD FIBEIL, XR—ATA L LD DT,
BT OMRIR A (TEHEBRAARTIELLN) 2521 TR R&ETH D,

BEER

e Alzheimer’s Disease

e FDA Clears First Blood Test Used in Diagnosing Alzheimer’s Disease

e Alzheimer’s Disease and Dementia

pR=g s
1) Centers for Disease Control and Prevention. Alzheimer’s Disease and Dementia.

https://www.cdc.gov/alzheimers-dementia/about/alzheimers.html. Accessed July 14, 2025.
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©Lecanemab[{L 7 %<7 (Bfs {#A#2%) }, {Lecanemab (Genetical Recombination)}, EMEHTE
NI PET IR ARBERE AT /7 a—F PR, 7V A~ — BB EE TR S [E N R TE %
ot R e

G mild cognitive impairment

H ARIA with hemosiderin deposition (721 N BEEE (g i — ~E TV IEE) GRIE)


https://www.fda.gov/consumers/health-education-resources/alzheimers-disease
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e Acetaminophen: iR OFE AL B BENSRE T A REME R T TV RAIZFDAR R IL —
FDAIZRIFEDEZ &M RN OYET FheE BT 5LLbIC H FELBE TS R 2 E AT @
p 311 I

FDA Responds to Evidence of Possible Association Between Autism and Acetaminophen Use

During Pregnancy — Agency initiates safety label change and notifies physicians of possible

link

News Release

WA H :2025/09/22

https://www.fda.gov/news-events/press-announcements/fda-responds-evidence-possible-association-

between-autism-and-acetaminophen-use-during-pregnancy

K E &5 R #E 5 R (FDA) 122025429 H 22 H 12, L8R F @ 22 M 12 K % acetaminophen
([ ‘Tylenol’ ]38 L ONRICA #h R 7y 00 B HE L) DAl 123/ N oD H BASER° ADHD 72 & D% 7 IR
BOVRY LR EET DA RN DD L a2 RS DT T U AL R 5729, acetaminophen
O EREWFT T2 PRS2 LI, F7-FDAIL, KENOEMIZH LZAUCREE L EE
WAk DL Z—AZIAT LT,

[FDAIL, #CEERTIZXIL, acetaminophenD i FIIZPEDIETERIY AZIZ DN THeD Z< DT
T UANGAET HIEE MO LD EZH L CNDHEZATHS | &, FDAR B Marty Makary
1 (M.D., MP.H) TR~/ [Zb—EOTE T U A 3H D000, EIRMEITZH Thick#l
DEF> TS, TRIDOIFHNZHESWT, <D ADMENRH Dacetaminophen D H & #E T 275
LR, FRZEEE ORI TIIZ DA, 1BFRITLNEERONLTHD, LOLIRND, FFEDIK
UL T TR O e H3acetaminophenZ-fif 972 Z & I3K IR E L CELUCHE > TWD |,

WTAED T T VA5, iR dDacetaminophen D f# &, Z D% D H BASECADHD 72 E D ¥k
BOZKEDORNZAHBAMERHHZENRIBIILCND, ARl BT A IPC A A M AT AR —b
WFFECTR EREE D KIFAREAR— M e DO BT LS TnD, —HOMFZETIE, IERIIH
K% 18 L Cacetaminophenz 8 MR H L7255 B ICU AT BB B 72 D A HEME N H D L
HIN TN,

R T _XHEE N, acetaminophen& R AR B O BHE I Z O TRRIR STV DD
DO, KREEFERIIHSLSN TN, TR OIS T D0 e RO AFAET 52
EThD, EBIT, acetaminophen! TAEHR H D FEEAD TG ITH#E IR D3 HME—DOTCHEPTHY, If-i

A Notice to Physicians on the Use of Acetaminophen During Pregnancy https:/www.fda.gov/media/188843/downloa
d?attachment

B Nurses’ Health Study II https:/nurseshealthstudy.org/ (FR7E)

€ Boston Birth Cohort

D over-the-counter drug
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BANMEHREL T, aspirinds X WNibuprofen| 3G L ICH E/2 W BE L6 28N+ 0 EFESN T
W5,

BEER

% 1:20254F9 A 22 H 4 TR EFDADMENR F D acetaminophen (51144 paracetamol) O A & H BAJE
EDORRE A TRIR T ORI A IR LI, KEN O EF T St 5 E o JiL % BE 23 14k
oIk T 22N ENO RREZRE LT,

OAKEPERHm ABHF2 (ACOG)
Acetaminophen Use in Pregnancy and Neurodevelopmental Outcomes (2025/09)

https://www.acog.org/clinical/clinical-guidance/practice-advisory/articles/2025/09/acetaminophen

-use-in-pregnancy-and-neurodevelopmental-outcomes

OKIEREFPEEF4> American Psychiatric Association (APA)
APA Statement on White House Announcement on Autism (2025/09/22)

https://www.psychiatry.org/news-room/news-releases/apa-statement-on-white-house-announceme

nt-on-autis

o [ PR 3 it i S ML) 7T (MHRA)
MHRA confirms taking paracetamol during pregnancy remains safe and there is no evidence it
causes autism in children — Paracetamol should be taken as directed in the patient information
leaflet (2025/09/23)

https://www.gov.uk/government/news/mhra-confirms-taking-paracetamol-during-pregnancy-rema

ins-safe-and-there-is-no-evidence-it-causes-autism-in-children

[NIHS [E 3K 528 Vol.23 No.22 (2025/10/23) ABR03%4 2 R,

OB EEF T (EMA)
Use of paracetamol during pregnancy unchanged in the EU (2025/09/23)

https://www.ema.europa.eu/en/news/use-paracetamol-during-pregnancy-unchanged-eu

<{>European Network of Teratology Information Services (ENTIS: FR e A7 A1 -t — B ARk
U —2) (2025/09/26)
ENTIS Position Statement: Paracetamol in Pregnancy and Autism Spectrum Disorder

https://www.entis-org.eu/entis-news/entis-position-statement-paracetamol-in-pregnancy-and-autis

m-spectrum-disorder
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OHFZ1RMEE (Health Canada)
Acetaminophen is a recommended treatment for fever and pain during pregnancy (2025/09/23)

https://recalls-rappels.canada.ca/en/alert-recall/acetaminophen-recommended-treatment-fever-and

-pain-during-pregnancy

OA—=ANTV T R R E LR (TGA)
Paracetamol use in pregnancy (2025/09/23)

https://www.tga.gov.au/news/media-releases/paracetamol-use-pregnancy

O7 TV NHEFEERET (ANVISA) (RN ViR
Nota a populagdo: paracetamol e autism (2025/09/23)

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/nota-a-populacao-2013-paracetam

ol-e-autismo

O SR EERRE (WHO)
WHO statement on autism-related issues (2025/09/24)

https://www.who.int/news/item/24-09-2025-who-statement-on-autism-related-issues

OAA A EH 7y (Swissmedic)
Statement on the use of medicines containing paracetamol during pregnancy The benefit-risk
balance continues to remain positive (2025/09/24)

https://www.swissmedic.ch/swissmedic/en/home/news/mitteilungen/stellungnahme-anwendung-p

aracetamol-haltigen-am.html

O AT EE
IR/ S
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou iryou/iyakuhin/ninshin 00001.html

OENLRCE BRIt 2 —
IR SN e 7 — TR TP O 3 Q& A | (2025/10/17 HEHT)
https://www.ncchd.go.jp/kusuri/process/qa_ninshin.html#q7

Q. AR AEENBR HE O 2P B HK) [T TE £

& BHE 35 NIHS EE R 2MEH
[#MHRA]
Vol.23 No.22 (2025/10/23) A<5-R03
[Paracetamol 4Tk — 4LWRH Dparacetamol DfF X I N F THV L £ THHI LA LW
THHT D)
Vol.21 No.16 (2023/08/03) RO1
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https://www.who.int/news/item/24-09-2025-who-statement-on-autism-related-issues
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Vol.17 No.12 (2019/06/13) RO1
201943 H 12~15H OPRACE# CHRM G REGT N G SN 7T — Zatty
T F N EUTHRE SN A EF S ATHEH Oparacetamol D FH & /N o g B LY
WAPR A=l g~ D 527 |
[KFDA]
Vol.13 No.03 (2015/02/12) RO1
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©Paracetamol (7RI /7=, Acetaminophen (JP, USP), FEE'V A MR ENGE T 3L [E N : 38 5¢
¥ sk e

©Acetylsalicylic acid (7 &F /LY UF LR, 7 ALV, Aspirin (JP, USAN), NSAID, Hiifi/Mi
FEVEWN FEoE0E MESh  FE e
3 Acetylsalicylic acidiXINNTIF7Z2 WHODATC/3$AIZ LA 350

O©Ibuprofen (7 7' 107 =2 (JP), NSAID] [EIN: F7E7 MBS T

Vol.23(2025) No.22(10/23) R03

[ #MHRA ]

eParacetamol C4EE — IR D paracetamol DFE I NE TRVEL L THAZLEZHD THE
I

Paracetamol and pregnancy - reminder that taking paracetamol during pregnancy remains safe

Drug Safety Update Volume 19, Issue 2, September 2025

W H :2025/09/23

https://www.gov.uk/drug-safety-update/paracetamol-and-pregnancy-reminder-that-taking-paracetam

ol-during-pregnancy-remains-safe

https://assets.publishing.service.gov.uk/media/68d2c888e65dc716btb1dc9b/DSU_- paracetamol an

d_pregnancy.pdf

(F#)

BRI, iR Dparacetamol Dff N D A BASEZ 5| XL 2§ =87 L R TN &k
O THOYE, ZLSEDHRETHD, Paracetamol |, /b H &2 EHMEHL-5E, kT
DLNEITH L TR SO B — SR E L U THERES L QW D, EfEEGEE L COERL A T 5729
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SERUEEMITBE
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I 5 Dparacetamol D FHIZ LV YT B PHEN IR T 52 LA R 3 =7 L AIFR0,
PR O MEICRIL, BEfFONHSHART AL AHED LD, FldtRP OEKL O Hic>
WCEERIDN D25 BT Y O ERIEFE (TR T 2IO0BE T & ThD,

IO ENEIRIE L2 o T2 56, IRIRICVARZ 2L 1203 rIRetEnH 570, BF1THE
RINTABRFRIEIZ LS TTNODIEIRDE BRZRET A2 ENEE Th D, EIFCHEDNE K
LW BT Y O ERIEFFH (TR 280, BFEIZBE 228,

B X, paracetamol?>Hibuprofense & DO OIRFEEIRLIZEIVEE 2 H_R&ETIERW, 4T
=T ibuprofen/a & DIEAT mA RPEHIRIESL (NSAID) Bl 952 813, —MRICHERS
ALTUWHRUY,

MHRAZ, BE LR IEA~D_XRT 4y RV AY % ERIDZ LA MRS D720, R O
%&h, paracetamol D EVEIZ OV TCERIIZL E2—L T\,
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R ERMT A0 I EROLEFTEHIELZL, o0 SGETITRETHOEHE ST
(Paracetamol ® # FH A (SmPC) "2 & 1R ],

OEEDEMERBZERS (CHM) KIZLoLEa—

HE DN ERE L Z B 5 (CHM) 1320224F, fE4RH o0 SR 38 GRAL T 255 O HIZ S\ T
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L7223 BibuprofenlZ DWW T, Ja RIS B RO IR FE D EC DV A8 HHZ 800, IERFIZ
LW REERICH S 97570 I8 E P UETE 72 (2023426 A 27 H 3647 D Drug Safety
Update ! Non-steroidal anti-inflammatory drugs (NSAIDs): potential risks following prolonged use

after 20 weeks of pregnancy |IMZ £ H) .
PL BB H DG, paracetamollIIERIAY, fe/NMa W EZ2 LB R AR 3256, ik
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1) Prada D and others. Evaluation of the evidence on acetaminophen use and

neurodevelopmental disorders using the Navigation Guide methodology. Environmental

Health 24, 2025: article number 56

2) Ahlqvist VH and others. Acetaminophen Use During Pregnancy and Children’s Risk of
Autism, ADHD, and Intellectual Disability. JAMA 2024: volume 331, issue 14, pages
1205-1214

3) Damkier, Per MD, and others. Acetaminophen in Pregnancy and Attention-Deficit and

Hyperactivity Disorder and Autism Spectrum Disorder. Obstetrics & Gynecology 2025:

volume 145, issue 2, pages 168-176

& HHE 35 NIHS EXR L2 E#
[>KFDA]
Vol.23 No.22 (2025/10/23) & -5-R02
[ Acetaminophen : #E4% 1 O FH & F PASE AN BE S5 ATREME 2 7R 9 =8 7 L AIZFDA A F
J& — FDAIZFIED L AMEFR R OUET FtE & ta 5L &0 H BELBIE 35 vl hE
PEZERIZ @ AT 5

! NIHSPE #6222 PETE #Vol.17 No.12 (2019/06/13) RO1T[EU EMA]2019423 H 12~15 H PRAC 2% TR 1K
WSGT DS S =271 (Nivolumab, Paracetamol) | 22, (FRE)
summary of product characteristics https://www.medicines.org.uk/emc/product/5164/smpc#gref

J

K Commission on Human Medicines

L SUMMARY OF THE COMMISSION ON HUMAN MEDICINES MEETING HELD ON THURSDAY 24™ &
FRIDAY 25™ NOVEMBER 2022 https://app.box.com/s/jv487awvqzzsrdql0034h9gg350ceyd4/file/1252016287589

M NIHS =3 222 F# Vol.21 No.16(2023/08/03) RO1T [ #eMHRA]FEAT B A R HEHT A AESK (NSAID) : #E4RE201
LU COR BB O I LESIIERIUAZ | (BRIE)
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https://journals.lww.com/greenjournal/abstract/2025/02000/acetaminophen_in_pregnancy_and_attention_deficit.8.aspx#ContentAccessOptions
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https://www.nihs.go.jp/dig/sireport/weekly17/12190613.pdf
https://www.medicines.org.uk/emc/product/5164/smpc#gref
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https://www.nihs.go.jp/dig/sireport/weekly21/16230803.pdf
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AIE B

©Paracetamol (7RI /7=, Acetaminophen (JP, USP), FEE'U > A MR ENGE Y 58] [E N : %858
bR A T

Olbuprofen (A7 7127 x> (JP), NSAID] [EN : FE7E5 1EHh  FEEH
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