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*EUA T C COVID-19 {ARD7HIZ anakinra 2 452 LN HE2 BEEMOKE
— CDER 2381 OB #D THIR A E 2RI —
Using Machine Learning to Identify a Suitable Patient Population for Anakinra for the
Treatment of COVID-19 Under the Emergency Use Authorization
Spotlight on CDER Science
W H :2024/07/31

https://www.fda.gov/drugs/spotlight-cder-science/using-machine-learning-identify-suitable-patient-p
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TIRAT A I XY NAUFET LV BIR=a—F L Xy NI =7 ZH 3BT VTN TG, 22
MRS U CIRI A RIN U, W 5O T —2 By MIBWT, AaT7 V7 b— L3 fA 5%
(false-positive rate) DME<, F7zBIREL TsuPARIAED =V VAT REMED 05 A 2 iE 9~ D DI iE U)
ThdeHpII,



NIHS [EHMZE2VER# Vol.22 No.18(2024/08/29)

2 1:suPARMED 6 ng/mLEL LD BEZRFET DD DARITI T - — LV EAERIH H

i 75 L B

HEDOMiJ (WHORHEZHLD)

BILE /38 25 D BUTEIR L

SOFAFR= 7 1380k |

IR ER/V L 2REREE (NLR) : 7LLF

~NEZaEE 105 g/[dLLLT

il P b 245 o oD DR

I PR 50 mg/dLLA b33 J OV &7 13 B st O BEAE I

SUPAR: AfYEMET 0 — BRI TR )7 T I F =S 1R

CDERF — AXSAVEMORE BRI Z BN THEMPEIZ B T2 RER AT L, BEEZ AT
Vo7 =BT DM/ I L > TER LY 7 /)L — 7 Tanakinraz 77 £ AR LG L,
28 H HOBRBEEE BI ORI L RL60H H CORIEKIIE CRETAM LT, A= 7 BrEo
BT TN =T BLORAT RIS T 7 A —T DVFHUTIBNTh, anakinralaERETIL7 7 &R
B GRELEER LT, 28 A BB LU0 A H FE AL COEIE(LDA R ITEA -T2,

ZIHDOBRAIFFEHNTICH &-5%, SAVEMOREFRER CA= 7 B [ ¥ [ Lanakinral 2 LD 1AM
OARRT 4y M T I b, ZIUFRBER 2R T—EL T\ e, 277 —
NEMETH ST BEIZO XTI A MR HLNEINI R ThoTe, ZOTEND, Zary 7.
J— V% O CanakintaD IR 25 T D BB ZFE LIS 6, RSRICEAIBEE TR T v s
(T AR DS D B DRI SID FTREMEDS LR IS D 5.,

LU D, Aa7 V7« — 2L, SRE~EETTT DY A RID @mOEE B RFESIL TN,

O(‘l:l

£ [a], CDERL B 2—F— AL, EUA F CanakinralZ LATEENDSX KT 4 "2 15 Al EMED
EWEEEMERET L HIEZRFE T 570, AUMLO T-HJIRE 7] &1 U 72 Gl 7 v A% A
B THW, SRIOFE RN, ZaTVr 7 — N ERWTEREERETHIET, ZILHLO
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A reminder: generic medicines, bioequivalence and switchability

Prescriber Update Vol.45 No.2

1A H :2024/06/06

https://www.medsafe.govt.nz/profs/PUArticles/June2024/A-reminder-generic-medicines-bioequival

ence-switchability.html

https://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber-Update-45-No.2-June-2024.pdf

(Hke)
OEERAYE—V
o —a—U—TJURNTHRRBEZIITV =RV EIRIIE, EAEILDIIIEIE LA LAY E
EMEEET D,

o DL, FLALET NTOERMICONT, TRLEFITZOV =R vV EERLOEHHT
TBIRZBRIAL T, BEIIRCLZ M- AR ERON 0 RETHLZ L EKT 2,

o LINLZHD, AW PRI Z D EFUVEZ N FRE THHZ L2 DI TIIRW, FiE
DEFEGITHOWTI, B OIRREL R ORI O Z DB RS LB TH L,

e [‘Eltroxin’ JIT=2——J U R CARHBIED X5 L 725 TV DHlevothyroxine i i Téh 273,
BUESEE PR DI ST IR B AT T, Z<DBHE TIIZOELITIVRENEZ 52813720
LEZHNLM, BRI DAL L% ORIV Z D, W5 FITBEZEERSE=4—
TRETHD,

(SRR

OV= RV EIR LAY R RS

VU EEML, HE, ZetE, AOWE, i, ZEM, BIOWE, b NS ik
IZBWT, ERMEFIHFETHLZLENROBITNDY,

Medsafeld, TTIRAETOEKGR T B2 AOHFC, BEEFNOIREIITE, V=R vV [EH
L DEM PRI ENEZ A T HIEE R T 8T VR FHI T 5, AW P RN R
R ERIRTRBR CTHY, —MRIEFEIRAR T T4 T ~O A 512X > T TS, A A T A7
EVT o (R DTG BR L SR S 203 L & & THRIE) 2N EIBRAVIC A B SV [R FHED
FEER T2 L QOB ESR T, WA FIICRZE THDHENHDY,

AW FRIFEMELL, ARSIy =)y 7B ETITZ OB ERKLOLELL TR E

A innovator or ‘brand name’ medicine

B reformulation

HARIZ 33T 2 THIEI DAL ZETE 1220 Tld, PMDAD [ 0 BT A O AL ST 255 0 A= W R S B T A
TA BB, GRIE)



https://www.medsafe.govt.nz/profs/PUArticles/June2024/A-reminder-generic-medicines-bioequivalence-switchability.html
https://www.medsafe.govt.nz/profs/PUArticles/June2024/A-reminder-generic-medicines-bioequivalence-switchability.html
https://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber-Update-45-No.2-June-2024.pdf
https://www.pmda.go.jp/files/000234567.pdf
https://www.pmda.go.jp/files/000234567.pdf

e

NIHS [EHMZE2VER# Vol.22 No.18(2024/08/29)

BIAL Ch, BEDBFRUR LA IENGFONDE TRITEDEZEE ), Yoy 7RO A
W RIS ORGEIT ML EE LSV TORN, LNLARNS, V=)o 7L e oI}
O EINTHH0, BEIITEE, AECBOTHREMEICB O THENELDZ LTV EE
2B,

OEMZERIRIFEMELTVBEL DT

e RIS LIS, KFBE A DOY =R o 78 TRAT AL AIRETHY, Z Dt AIRET
5D, EVODIX, EWFRIRIEMERERIC LA T T ATV T A DO RIFEERFTEA ST
Thbd, LNLRDDG, LY Fr RIS L, TeE IR IR 52 E N EE T e - Tl
PITHLD EIEZDHER) DI T FA L S TR VR,

%< DESEMTOWT, BFEITIGFEIIE IS, AGRE O B CRBEZREI X 52 LN TE
Do LDALZ2I0, REEDEIRELIOVWTIE, B8 TO U2 2 BRI BT AR & LX
NTND, EIREOEIVERZ S A HENE ML, T OIRFERE TR ENRE, HOVITBEEMIC
o THBSINDZENDD, FlZIE, IRFROBROER ML, e DBEZLIC L THA®
ANMEEITHIHSNDZENEL, DT DR LS A NEIT IV TRERAN S R 8 A M E 32
D, —EBD B, HDHNT—EBOEIK I TIE, BAIOLTZE 1l o> BB A
BT, FHIRRAIR O AW FRRIEENGEHSI TOTY, BETORITEETHEND
Do

RIFLOYIREZ REIZIE, LIS O IESB P SR N B COFITET 560305, iz
(X, YRV EIITKTDHEANE, HDVNIEE LRI TG00, BENEEICRIER
EIRELTHEICELZLEDN DD HRRBR T IR AL BE TIAbND I 4), L
UIRHD, ENLIIMTE, BURL I CHINED 264 BE DR LB OFEL (BYYERY), AEH
SRR OYIRZ BT I A 2 D56, FIRZHRTLER 205D,

PharmacC DB &3t R LMD EIE DOV T T A —DNEHEINTD, HONIY T T4 F=—2
IZRIEDN L Z D&, BEIZE> TR DUV X DT DIV WG AR D, DIV BEEL W ESE
EhEEFLIRTIUZRDIRNES, BEOVEIZBEENE TR SERLCODIEA, 5Tl
VT, 'L, HEEEZ D, KRR EZb o TN T RETHD,

O TADAR

PLCANAIE(AEM) PO 7A@ 2 EHE L, RSO UEZIZLIVENRIHZ LR H D,
Medsafe( 3405 H 125 L, FEEMHRAPFDAEMIZBI$ 28 (W O A EHICH ESEAEME3 >
DI1T AV F) NP TOHERET 21,

F17 3V —3DEHEf (levetiracetam, gabapentin/e &) (X— I NAF T ATV T3 F<L, 1R

€ Pharmaceutical Management Agency (==——7 RO EKGHEHT) GRE)
D Anti-epileptic medicine
E Medicines and Healthcare products Regulatory Agency ([ 38 i B8 B T) GRIE)



NIHS [EHMZE2VER# Vol.22 No.18(2024/08/29)

FERIDN NN LD, UIVE 2T HIRRIR 5 CTh D, ZHUTxL, B 73U —1DE3E S, (phenytoin,
phenobarbitalZe &) 1L, AW FRIFEIZEMEITRSIL WSS, B CRERANICE R =N AL D
AREMED B D72, RILH AW A RETHDHY), =a—T—T U R CRITEI STk FHES
ZOMEEEMTTREY, W& 0Rt5 L7 lamotrigine (77 2V —20AEM) OHLEL7320194F(2
RO RN ST REOSR, phenytoin® J&%6 it TS [ “Dilantin’ ] DRI DAL 28 8 3 >72
BT, Z<DBHE CTRIENAELT,

{OLevothyroxine[ ‘Eltroxin’ JORA| DL G EFE

Levothyroxine®, [E1EE A REZ2 D IT R DGR Z BHERS N2 WEHK D1 THY, £z, [F)
—HWATOHEZER -T2 5H, EERWE=FY T LN NE LD, 2T FEL T
levothyroxine D #EHE/ 2 S BN RE 21 7 07 7 A /L EFRBEIRIZ L DL D THY, NAFT AT
VT LI R EE DO 08O A R IR A B LR 82 K AE T, BIV R DR EECTHHEN)
ZOMEIE, 2007412 ==2——7 > K Tlevothyroxine[ ‘Eltroxin’ ] D BH| DAL S5 i3 $iliE 35|12
FoTEHEINIE, RE<E RSN, FIRRAIR O A FRIR SN T R ISGEHAS ATV
CHDNDLT, ZHEZICEZOBENOMBEDNRESNIS), T ~v—2LT7 T ATHRERD
SEGIRE 038> 7210,

MedsafelX /=4, [ ‘Eltroxin’ JIZ- DWW THI72 AT OB L 2 B 2RI L, AGRLT=,
ZAUT20244:6 A D EESND, ZLOBE TIITOEEIZLOMBENI L ZHZL13720 73, A
DT IE T4 OBREITOIVE R DB, G EIFRBE L IERERSE=4 —3 R&ETHD,

ZOEFICHETAERICONTIE, TraBBys2s,

o HUESEFEIITOERNESE A AT ¥ — (Dear Healthcare Professional letter) F
o BH|ZRH9 APharmacDF #C
e [ ‘Eltroxin’ JOT —#—k(H &ML E=2) 7 BT 28 SR iiish Q)|

REEE R
Medsafeld, FEH SO RLELE B L OMRGEEE DD ERIEFE ~ BTSN X — DB LEAF
LTCWD, ZOHZII Y 7 IAF = — 2 O RESCHEL A I DIEHRE SIS CODIENRHD,
Pharmac®V =7 %A "TLL T DIEHROEFHND,

e supply issues, discontinuations and brand changes

e the Community Schedule and the Hospital Medicines List

F Dear Healthcare Professional letter

G https://pharmac.govt.nz/medicine-funding-and-supply/medicine-notices/eltroxin

H Eltroxin data sheet

P ZNETIZRITSNI L Z =T T OV AR TARSI TS,
https://www.medsafe.govt.nz/safety/DHCPL etters.asp

J brand substitution

K https://pharmac.govt.nz/



https://pharmac.govt.nz/medicine-funding-and-supply/medicine-notices
https://schedule.pharmac.govt.nz/ScheduleOnline.php
https://schedule.pharmac.govt.nz/HMLOnline.php
https://pharmac.govt.nz/assets/Eltroxin-Health-Care-Professional-Letter-from-Aspen-May-2024.pdf
https://pharmac.govt.nz/medicine-funding-and-supply/medicine-notices/eltroxin
https://www.medsafe.govt.nz/profs/Datasheet/e/EltroxintabNEW.pdf
https://www.medsafe.govt.nz/safety/DHCPLetters.asp
https://pharmac.govt.nz/

X #
1)

2)

3)

4)

5)

6)

7)

8)

9)

NIHS [E# 2225 Vol.22 No.18(2024/08/29)

consultations and decisions, including tender results

Food and Drug Administration. 2021. Generic drug facts 1 November 2021.
URL: www.fda.gov/drugs/generic-drugs/generic-drug-facts (accessed 6 May 2024).

European Medicines Agency. 2010. Guideline on the Investigation of Bioequivalence. Doc
Ref: CPMP/EWP/QWP/1401/98 Rev. 1/ Corr **, 20 January 2010.

URL: www.ema.europa.eu/en/investigation-bioequivalence-scientific-guideline (accessed 3
May 2024).

Medsafe. 2017. The Medsafe Files — Episode Four: New Medicines Assessment (Part 2).
Prescriber Update 38(3): 43—4.

URL: www.medsafe.govt.nz/profs/PUArticles/September2017/TheMedsafeFilesdNMAsses
sment.htm (accessed 3 May 2024).

bpac™. 2007. What is bioequivalence. Best Practice Journal SE: 12—16. URL: bpac.o
rg.nz/BPJ/2007/March/bioequiv.aspx (accessed 3 May 2024).

Medicines and Healthcare products Regulatory Agency. 2017. Antiepileptic drugs: updated
advice on switching between different manufacturers’ products. Drug Safety Update 11(4): 5.

URL:www.gov.uk/drug-safety-update/antiepileptic-drugs-updated-advice-on-switching-bet

ween-different-manufacturers-products (accessed 3 May 2024).

Medsafe. 2019. Update on suspected adverse reaction reports to lamotrigine after changing
brands 20 December 2019. URL: www.medsafe.govt.nz/safety/Alerts/Lamotrigine.asp
(accessed 3 May 2024).

Medsafe. 2019. Phenytoin (Dilantin capsules formulation change) — How did it affect
patients? Prescriber Update 40(2): 29-30.
URL: www.medsafe.govt.nz/profs/PUArticles/June2019/Phenytoin-Dilantin-capsules-form

ulation-change.htm (accessed 7 May 2024).

Medsafe. 2013. Eltroxin formulation change 4 July 2013. URL: www.medsafe.govt.nz
/hot/alerts/EltroxinInfo.asp (accessed 3 May 2024).

bpac™. 2007. Eltroxin (levothyroxine formulation change). Best Practice Journal 15: 48-51.
URL: bpac.org.nz/BPJ/2008/August/eltroxin.aspx (accessed 3 May 2024).

10) Fliers E, Demeneix B, Bhaseen A, et al. 2018. European Thyroid Association (ETA) and

Thyroid Federation International (TFI) joint position statement on the interchangeability of
levothyroxine products in EU countries. European Thyroid Journal 7(5): 238-42. DOL:
10.1159/000493123 (accessed 7 May 2024).



https://pharmac.govt.nz/news-and-resources/consultations-and-decisions
https://www.fda.gov/drugs/generic-drugs/generic-drug-facts
https://www.ema.europa.eu/en/investigation-bioequivalence-scientific-guideline
https://www.medsafe.govt.nz/profs/PUArticles/September2017/TheMedsafeFiles4NMAssessment.htm
https://www.medsafe.govt.nz/profs/PUArticles/September2017/TheMedsafeFiles4NMAssessment.htm
https://bpac.org.nz/BPJ/2007/March/bioequiv.aspx
https://bpac.org.nz/BPJ/2007/March/bioequiv.aspx
http://www.gov.uk/drug-safety-update/antiepileptic-drugs-updated-advice-on-switching-between-different-manufacturers-products
http://www.gov.uk/drug-safety-update/antiepileptic-drugs-updated-advice-on-switching-between-different-manufacturers-products
https://www.medsafe.govt.nz/safety/Alerts/Lamotrigine.asp
https://www.medsafe.govt.nz/profs/PUArticles/June2019/Phenytoin-Dilantin-capsules-formulation-change.htm
https://www.medsafe.govt.nz/profs/PUArticles/June2019/Phenytoin-Dilantin-capsules-formulation-change.htm
https://www.medsafe.govt.nz/hot/alerts/EltroxinInfo.asp
https://www.medsafe.govt.nz/hot/alerts/EltroxinInfo.asp
https://bpac.org.nz/BPJ/2008/August/eltroxin.aspx

NIHS [EHMZE2VER# Vol.22 No.18(2024/08/29)

BEHBR

% 1: 3CHRS (E[EIMHRA D Drug Safety Update 11(4)) DPDFRRDp.8IZIZZ D3N RIZELD D
NTOBOT, TNEFNT S,

FCADARDENTT) =L BT 58F

D77 camax | pmons AT BB E

71 7 = | Carbamazepine, | ZDOAT7TAV—DOHTAMAIKIZ OV | FBF (T T FrE O & EH

U—1 Phenobarbital, T, AR RIC CAEY TR, | O/ GZER LT 2E012T
Phenytoin, MEEASNTNTY, REEFNR | 52L,
Primidone 2556, MR EE R EV)E

CALZ LIRS TS,

#1 7 = | Clobazam, HTAV—=1B IO Y L2RWGIT | FrE 0 s 38 o B & #ik

V—2 Clonazepam, VVRV.VE S FEHNT AL TG REDEINE,
Eslicarbazepine, FAED BRI IE 2 & DEL
Lamotrigine, R B EIZAIL, BEIR EoH
Oxcarbazepine, W BF B IO E T i#
Perampanel, FHLEDOMHBRIZHE DWW TRGE
Retigabine, THIL,
Rufinamide, B DL R E R
Topiramate, AA=TERFOIRE DOHERL, I
Valproate, FOVFEITBE DM
Zonisamide MEMH B ET & ThHD,

77 7 = | Brivaracetam, UTFORFETRTEAETLIHTA | ZOAT7IV—DH TAN A

J—3 | Ethosuximide, A IZOoWNWTE, Rep s ¥EE
Gabapentin, o B Y pHO I CHMRIED R o> M 5L TR C RS IR B9 IS B B e
Lacosamide, o O GH%, EARICTERITRIN | EWPEIET D ATRENE TR
Levetiracetam, Sy % TIERWEHBREN TN,
Pregabalin, s HMER L LEMEICETAIHE | L Laenn, BE/#EEN
Tiagabine, SOt B AR 23 A A L Tl Ze il B ERIAA—T &
Vigabatrin o TR A T2 DR EDERL, BIOVEIX

BAE D LMo EMS B
B ~ETHD,

@ BHE T ANIHSE KL &M E
[EU EMA]
Vol.20 No.26 (2022/12/22) RO1

(AT RT— ARSI D 2 )
[NZ MEDSAFE]

LR, o=, AL, R E DEWNTID B TERIA A=V BTN, R, 1REL, BT —, 7heT 7
VARRREEGIERIT LD DD
MBI BAE, A S VARG, FEEERE OJHFRIE

10



https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/662330/DSU-Nov-pdf.pdf
https://www.nihs.go.jp/dig/sireport/weekly20/26221222.pdf

NIHS [E# 2225 Vol.22 No.18(2024/08/29)

Vol.18 No.04 (2020/02/20) R02

MW IR R B S~ DR Z R B 2 B D EH
[ HHR—/LHSA]
Vol.16 No.14 (2018/07/11) R02

[SAFLIT— (A A #Hfedh) B )

AIE B

©Levothyroxine Sodium (LR F m¥x 2 N LKF1#), Levothyroxine Sodium Hydrate (JP),
FR AR L B4, FR RS RB A MIETR IR SE) [EIN  F8 580 Vst J8 50

©Levetiracetam (L XFFEHX A, FUCTADAIKIEN T WA ek

©Lamotrigine (TERF L, FUTAMNAEE, FHRMEFE TR EN F505 o 805

©Phenytoin (7 ==kA1> (JP), {7==kA2F R I L, Phenytoin Sodium (JP) }, BX > hAL RIE,
PUTWIASKIEIN  JE 583 ot JE0e i

©Phenobarbital (7 = /3L E X —)L (JP), {7 = //\)VE X — )L} 7, Phenobarbital Sodium},
FIVEY— VR, FUTWIASEEN  JE5e 3 Ak JE e v

H
o_ N_ _oO
CO,Na H o HsC, \"\l/[:
N
H NH, % Z ;/;T
NH, \ o
NS
HZN N)\NH2 O o

Levothyroxine Sodium Levetiracetam Lamotrigine Phenytoin Phenobarbital

11


https://www.nihs.go.jp/dig/sireport/weekly18/04200220.pdf
https://www.nihs.go.jp/dig/sireport/weekly16/14180711.pdf

	【 米FDA 】
	 EUA下でCOVID-19治療のためにanakinraを使用することが適切な患者集団の特定 ― CDERが規制上の判断に初めて機械学習を利用 ―
	 ジェネリック医薬品の生物学的同等性および切り替えの可否に関する注意喚起

