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ePembrolizumab[ ‘Keytruda’ ]: R EHIEREZXRELZ 2 DOBRKRBRO—RH IEIZ
L FDA BEEREFE BLUDARRKRRE Y E~EERE

FDA Alerts Healthcare Professionals and Oncology Clinical Investigators about Two Clinical

Trials on Hold Evaluating KEYTRUDA (pembrolizumab) in Patients with Multiple Myeloma

Drug Safety and Availability

i H :2017/08/31, 2017/09/20 (21 A )

https://www.fda.gov/drugs/drugsafety/ucm574305.htm
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e 80 (95% C1)
N 4 Hazard Ratio(95% CI) 1.14(0.75,1.74)
19 704
HH ]
b 60 Jﬂ—f—ﬁ
) ) i
- 50_ mﬂ e L] | | 1
0 = | T LU T T T T
% 40 - ——t—H——+——*
30
20
10 50C
b Pembro+50C
O T T T T T T T T T T T T T T T T T
o] 2 4 6 8 10 12 14 16
B (%0
Number of Subjects at Risk
SOC 124 91 61 46 29 17 5 2 0
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eNivolumabl[ ‘Opdivo’ ], pembrolizumabl ‘Keytruda’ ] : i@#sfHEiEH KD HE
Nivolumab (Opdivo¥), pembrolizumab (Keytruda¥): reports of organ transplant rejection
Drug Safety Update Volume 10, Issue 12, July 2017
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A programmed death receptor 1 (PD-1) inhibitor
B Nivolumab?>SmPC (Summary of Product Characteristics) https://www.medicines.org.uk/emc/medicine/30476
Pembrolizumab®SmPC https://www.medicines.org.uk/emc/medicine/33162



https://www.gov.uk/drug-safety-update/nivolumab-opdivo-pembrolizumab-keytruda-reports-of-organ-transplant-rejection
https://www.gov.uk/drug-safety-update/nivolumab-opdivo-pembrolizumab-keytruda-reports-of-organ-transplant-rejection
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/632819/DSU-July_PDF.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/632819/DSU-July_PDF.pdf
https://www.medicines.org.uk/emc/medicine/30476
https://www.medicines.org.uk/emc/medicine/33162

NIHS 3222 Vol.15 No.21(2017/10/19)

EMAIL, R 2RO T —2 %L Ea— L7z R, nivolumabis X Opembrolizumabld, fis#s s
BECTHEMIEDAECDIAT Z B DL RTREMER B D RS iR LT,

LB 2—"TCl, 2016411 H Tt S e 2EFIZFFI L, nivolumabZ7-1Xpembrolizumab
D GBS E U BEIA DR ES L,

5 A\ iZnivolumabfifi ] 3 T, £ DO B3 NITBE BSOS, LANITARBRE A SR, 1
NITHE R R RS AR B L T2,

4 N\ Zpembrolizumabdfifi F f835 C, BRAEEMSZRELL, 2052 NIZAERICTIVHEE
WS,

Olpilimumabiz DT

Ipilimumab[ “Yervoy’ I 0% T = v 7R A MNEEIK TH S0, CTLA-ACOTEM:% R B2 H
FL, BEERAEOIRRAHEICEL TWD,

IR U7 4B BSOS O RE B A 95109 B 245 ¢, F83& 1Enivolumab 7= 1 Zpembrolizumab D4
FilZipilimumablZ L AT ZBREA L T 7=, Ipilimumabi 3B REHEHE SR DY A7 &b D203
STV,

BEER
% R A VDRSS 4 OV (black triangle) ~—2712 WX, FRt¥Ah, BIONIHSEHK
s 22 A VERE SR 9EMHRA]Vol.14 No.08 (2016/04/21) 2 & -

https://www.gov.uk/quidance/the-yellow-card-scheme-guidance-for-healthcare-professionals

O BETANIHSE RS 22 EH
[EU EMA]Vol.15 No.11(2017/06/01) (PRACIZJY, nivolumab}s L Utpembrolizumab X A HH
MRS DA HEFREDBEN S 7 F L E U TRFISIZRE R, JRRUGET S Shz)

IAITER

©Nivolumab ({ =R /L~7 (G&fs-##22 ), Nivolumab (Genetical Recombination) }, ERNUHTERN
PD-1E /27— ViR, PUBEMIEE S [EWN 50 WL e

©Pembrolizumab [{ ~A7 U X~ ((B{sf-#l#i1% ), Pembrolizumab (Genetical Recombination) }
EMEHTENPD-1E /70— L FUR, GrEr g 3E) EN 8583 b 38

Olpilimumab ({ AtV A~ (EfaF#H#22 ), Ipilimumab (Genetical Recombination) }, B4t
RCTLA-4E /7 m—F )V HUR, HUEMEESEE) [EN 8585 Mok R 78

C cytotoxic T-lymphocyte-associated protein 4
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eSelexipag[ ‘Uptravi’ ]:CYP2C8 MR A7l EIRLDOPHEHITS HBERIZ

Uptravi ¥ (selexipag): concomitant use with strong CYP2C8 inhibitors (e.g. gemfibrozil) now
contraindicated

Letters sent to healthcare professionals in July 2017
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Selexipag ACT-333679
(Selexipag D iEPEM )
2-{4-[(5,6-Diphenylpyrazin-2-yl)(propan-2-yl)amino]butoxy}  {4-[(5,6-Diphenylpyrazin-2-yl)(propan-2-yl)amino]butoxy}
-N-(methanesulfonyl)acetamide acetic acid
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