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FDA is requiring opioid pain medicine manufacturers to update prescribing information

regarding long-term use — This class-wide action will further emphasize and characterize

risks of long-term use to help patients and health care professionals make informed treatment
decisions.
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REEREZE AL COARWT T THIN, oML 544 A N 3K (ramadol’2 &) O H 2355 > ThH R4 L7
WHDELT,

7% ClI:confidence interval ({S#H[X[H]) ; DSM-5: Diagnostic and Statistical Manual of Mental Disorders, Fifth
Edition (DSM-5F5HE DM - it~ =27 /L 85k ; ER/LA : extended-release/long-acting ({R it P/ R
BER /B ML) ; LtOT : long-term opioid therapy (5 #1444 K %) ; N : number ( A 2%) ; OA : opioid
analgesic (A4 &4 A K #E %8 3 ) ; OUD : opioid use disorder (4 &4 A K {#i J Ji£) ; PMR : postmarketing
requirement (7 )% 35 %5 S 18) ; PRISM-5-Op : Psychiatric Research Interview for Substance and Mental
Disorders, DMS-5, Opioid Version (472 f# FJiE 38 L UG R BRI B 320 1 (= = a0FR A H i %, DMS-5,
FEAARR)



NIHS [EHMZ2VER# Vol.23 No.20(2025/09/25)

#2:00DD REHRAE|E (PMR 3033-2X0)

ERRR/ERS AT A HealthCore KPNW Optum VUMC
N 81,782 12,009 54,515 71,932
SERERAERS 1.5[1.4~1.6] 1.4[12~1.7] 15[1.3~1.8]  4.1[3.9~43]

(%[95%EX M (C1)1)!

Hi8: PMR 3033-20D i iR FEHR 5 DA,
SR B A IS LI E N OS5 AE Ml O OODHESE A £ 17 111 % Kaplan-Meier i C LD i 5E LT b D THY /A —t
F (%) TERENTWD,
M55 CI: confidence interval (5 #H X f#]) ; KPNW : Kaiser Permanente Northwest; N : number ( A %%) ; OOD:
opioid-involved overdose or opioid overdose-related death (A EA A N3 B 218 &R H F72 1A A AN
& i} F B34 58 ) ; PMR : postmarketing requirement (7 B #% 6 %5 9+ ) ; VUMC : Vanderbilt University
Medical Center (Medicaid)

BEER

e FDA Overdose Prevention Framework

e  Opioid Medications

e Opioid Overdose

e Information about Naloxone

e State Health Departments

e Naloxone Access by State

e Disposal of Unused Medicines: What You Should Know

e The FDA’s Drug Review Process: Ensuring Drugs Are Safe and Effective

e Think It Through: Managing the Benefits and Risks of Medicines

@885 NIHS BN ZLMEER
[#MHRA]
Vol.23 No.09 (2025/04/24) RO1
IR BEAE A AR AT IR RR RN DT80 Ol 2 D D HI R
Vol.16 No.02 (2018/01/25) R02
[Gabapentin[ ‘Neurontin’ ] : B & DML HIHI DU A |
[KFDA]
Vol.21 No.14 (2023/07/06) RO1
[T _RTOAEA AR R BRI DL RAUET L TR M D7D D /eta st 280
— NRERAT AR T D7D DUGET 72 E |
Vol.16 No.23 (2018/11/15) RO1
[FDAITAE A AR S SO IE - A B 72 AL ZARHE T D720 D F 77022 25t R o AR
— WA E A AN SR FE B REMS 2 4]0 il ]
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https://www.fda.gov/drugs/drug-safety-and-availability/food-and-drug-administration-overdose-prevention-framework
https://www.fda.gov/drugs/information-drug-class/opioid-medications
https://www.cdc.gov/overdose-prevention/
https://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-providers/information-about-naloxone-and-nalmefene
https://www.usa.gov/state-health
https://www.getnaloxonenow.org/#getnaloxone
https://www.fda.gov/drugs/safe-disposal-medicines/disposal-unused-medicines-what-you-should-know
https://www.fda.gov/drugs/information-consumers-and-patients-drugs/fdas-drug-review-process-ensuring-drugs-are-safe-and-effective
https://www.fda.gov/drugs/information-consumers-and-patients-drugs/think-it-through-managing-benefits-and-risks-medicines
https://www.nihs.go.jp/dig/sireport/weekly23/09250424.pdf
https://www.nihs.go.jp/dig/sireport/weekly16/02180125.pdf
https://www.nihs.go.jp/dig/sireport/weekly21/14230706.pdf
https://www.nihs.go.jp/dig/sireport/weekly16/23181115.pdf

NIHS [E# 2225 Vol.23 No.20(2025/09/25)

Vol.14 No.20 (2016/10/06) R02
(A A AR RS - AL IR T BRI EDOOEH  HERVAZ B XU I
T D[ Hef A 45 [ZFDADSE K |

Vol.11 No.21(2013/10/10) RO1
(A AR RE: USA SCELGET — KL b2 27 A2 B L T

IAITER

©Gabapentin (F /N F L, TR~ F o ) JLE )L, Gabapentin Enacarbil, HUIT VW HLASE,
VAN AL o 7 ZEGREG IR IR [EIN - 503 WS FETEi

O©Pregabalin (7L 7NV, y-7 X BRIETH SR, PR E VIR IR R EN 3 hh 38
Je

©Naloxone (2% V&, Naloxone Hydrochloride (JP), A A A R R ARFEHIHE) [FN - 3
UIA7- IR A N A
S [EINCIX naloxone ™ OTC FHIFARIBSALTU V2L,

ONalmefene (VA7 = MG /K F1#), Nalmefene Hydrochloride Hydrate, f{7 EAK L] [H
N FETEWE TSN FE TR
E N Tl nalmefene DA — M ¥/ 7 —RIFNTIRFES I TUVRWY,

©Methadone (A4 R Mg, Methadone Hydrochloride, 23 AR TGHEEE) [EIN R85 1L
FETEH

©Buprenorphine (7 7'V V7 4, 7TV VT 4 MR, Buprenorphine Hydrochloride (JP) ,
FEFARZRARVEENZE, JERRSENE SRS [E N 58780 WSl 570

©Diacetylmorphine (A& A A R 52 AR VEENEE, JBREEVE SRR 3 MEst - 603
* Diacetylmorphine % INN i Ti372<, WHO ® ATC 73 #AIC L ARG,

OFentanyl (7 =X =)L, T Z= )L 7T PR, Fentanyl Citrate (JP), 7 =X = /LY BRE
Fentanyl Hydrochloride, A &4 A RS AN FENEE, JBREEM: S0 S [EIPN - 8583 Mok - 850 %

©Tramadol (F7~ R~ —/ L&Y, Tramadol Hydrochloride (JP), A &4 A R ZRARVEEN 3K, FEpREE
PESEIRHE) [EN - J8 00 VS JEoE U

EILRRFIE 5 WA AT
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https://www.nihs.go.jp/dig/sireport/weekly14/20161006.pdf
https://www.nihs.go.jp/dig/sireport/weekly11/21131010.pdf

	【 米FDA 】
	 オピオイド鎮痛薬の長期使用に関して製品情報を改訂するようFDAが製造業者に要求 ― 長期使用のリスクをさらに強調してその特性を明らかにし，患者と医療従事者が情報にもとづく治療決定を行えるようにするための医薬品クラス全体を対象とした措置

