Osimertinib ( Tagrisso)
% 1677 %% 4280 mg/tab

e B3 : LicEy > ¢ 72 VB L0444 £ 7S L4 (BEGFR) kprdr il
A (Fwulé43 TT90M ~L858R R F{ret g+ 194+ % ) i&m Frf|ih

Bt oo HprdlER VT A MM I B o

-~ Reb D MReER G (KT 0%k 4§ A Rt )

CPrdle TR A KARR M T SRR S (63%: 3/4 & 3.3%) ~ 5 [ i 5 (54% 5 3/4
B 12%) ~ ok (44%) ~ TE ¢ f s 3R KT (33% 5 8/4 2 3.49%)

2 ARTAZFAAEER T 10%:
> AR A, ¢ e fi"],%/)iﬁi"é/ﬁ:ﬁi/%ﬁi/}?; S E T eke (A1) ~ R
g#LJﬁg(SIO/) T R P HBR /RS /R R/ TR (25%) ~ R
5.k (14%)

> R R HR(42% 5374 B 1%) ~eEes (1T%) ~ 8 A5 = (16%) ~ 1T 42(15%)
vk (12%)

> R PSR K 40 (26% 5 3/4 & 3.4%) ~ B w42 (20%)
> wep gl & A og (13%)
> A ERA k3 ok 2 (14%) ~ FA (10%)

> OPRBERBEA R 0 ¢ RO/ T/ BT/ AR OB/ R /6 N R/ R
H o (18%)

> owi F R R (Th53/4 5 2.4%) s FFE(2.7%) s TH QT
R et £ (2. 7% 5 3/4 2 0.2%) ~ = v % (1. 49%)

> R kA ey (14%) ~ (4% 5 3/4 2. 2%) ~ B R (3. 3%)

1

AR SS > EARER - FR R E S R AT SRR AT -



Fr g
. - - HEp@RY (KRR V ) FPHEREFT > LH AT XIRE
PR e > 2 ZAFr IRORE o
2. MiFBIRZpA o FHLAT 960 ML kY (TR REAR AR W
W’)’ FH MRS T £ 12 120-240 mL R BT F 4T o
3. RRINALNBIIEr ARG ERA T ok f AR (LRI
}75‘\>> m_g_zr o
4. RGP F Ay or R Y L /g% e loperamide BRI iR 12 ] FF o5 BR A
erppkfEfe g ARE? (LF) Hx & o
b, Wk @ EREAT A KGR FEFIRELRETEAS &S
6. FEVREREA TR ZQET > FANIREYPT I BEFL (FABY
6% ) I TR R LB LA
T. RYVLETREH L AL G G EFALN DRI E TR LR -
8. 4wikFRIIA HBEVF  FRERF
9. R RAENE Lk b AL PR FIEE F W Ao B A AR ERTF
10, @it 253/ 5T 7% T TR FRBLISR
1. ek Ew: TR TRf-R 2T
iR ReR B L FIRAGRRE S TR R] T o e R AL SR T R AR

LI A TE Y 6 e SR

Z 1 3

% e & 4 % RFpps 1 Fedlim a0 Common Terminology Criteria for

Adverse Events (CTCAE, » A% R4 [HiR3), * >Mpitm A X W h i > »raf 4
BB E R A B o F A Bd By kriangFu A A S (15) ¢ % (2 é\)

PP

£(3m), MFA(4B) 7= (5a) o H4 3t b chplier B F ¥R 4~ A

13113%4

AR SS > EARER - FR R E S R AT SRR AT -

AFLBRFE Aot S FRARA » F R AT

[ o= ]
D Eam%wmgﬁ’?@m
e
R 500

ﬁ’

Ey
=
E%

\:y




Z i Note

1o Bz (R ARse% - X FDA + 3 3 )

i R wHREE i AE

EGFR TKI /=% #p & &% | ORR osimertinib (71%) vs platinum/ | & * 80 mg v IR
215 B it 4 g pemetrexed (31%) ( P<0.001). PFS: (8.5
EGFR T790M # *1% % |months vs. 4.2 months; hazard ratio,
zZZhWEeHaEs | 0.32).

2] dmve R NEJM 2017; 376:629-640

(NSCLC)
FDA : 2015

5 FDA 178 ehzk Flig Osimertinib vs standard EGFR-TKIs g 80 mg v IR
f;” TR NSCLrC ( PFS : 18.9 months vs. 10.2 months

DAY - SUSR 7
ISR TS0 001). ORR : 80% vs 76% ( P=0. 24).

A et R B g EGFR ¢k
B3 19 4 3{ T The median duration of response : 17. 2

21 L858R & & - months vs 8.5 months. .
FDA : 2018 NEJM 2018; 378:113-125
S FDA 18 5577k F1 16
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L858R % % c= & 2L
AN LCR LD (NSCLC)
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2. MR K
> ¥ HE 80 mg PO once daily
PRETHE 2AERE R FHENE

> 4 * strong CYP3A inducers : 3 & & 2 160 mg QD ; % strong CYP3A
inducers %15 3 % & :2w i 80 mg QD

(Strong CYP3A inducer : carbamazepine, enzalutamide, mitotane,
phenytoin, rifampin, St John' s Wort)
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> dek 3PN e o RIAA R osimertinib o

[. Diarrhea

%R )54
Grade 3 : increase of seven or more stools
per day over v L4 loperamide E FIPRIHE R T AT L
baseline/incontinence/limiting self-care |in% cvRkA 2 T f2F (Mo m;ﬁ-%ﬁtﬁ@ B EY
activities of daily living iEEe g ARES (HF) S E)
Grade 4 : life-threatening consequences

II. Skin rash

% R JaB2

erythematous rash /macular rash
/maculopapular rash/ papular rash/
pustular rash/ erythema, folliculitis/
acne vulgaris/ dermatitis /dermatitis
acneiform
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I11. Lymphocytopenia

%R

Grade 3 : 200-500/ L

Grade 4 : <200/ ¢« L

IV. Thrombocytopenia

%R

Grade 3 : 25000-50000// 1L

Grade 4 : <25000/ L

e ™ » PLT=10000/ 1L
.} PLT>>20000/LLL) *EE

X REFF &S PLTI<
fﬁ?‘@é{:’ﬂ . ’ ’f);ﬁ;]/l

V. Neutropenia

%R

JaBL

Grade 3 : 500-1000/ L

Grade 4 : <500/ L

BRREE (vig/L30GF2 « Th @i
BAT @A SE)

G CSF&’#Z q—?-ﬂ </‘—,, ’ K/‘i':}?i’i ANC<
500/ 1L ® Bk &4 % PR %

VI. Hyponatremia

%R

JaB2

Grade 3 : 120-130 mmol/L

Grade 4 : <120 mmol/L

JEA4¢ © headache, trouble focusing, memory
problems, feeling confused, weakness,

seizures, or change in balance

&M /[Na']>110mmol/L »# &5 0. 9%
NSBH4Lin #mlﬁwﬂ k5 <6
mmol/L/day )

7 A/ [Na' ]=110 mmol/L > 5 %+ 3.0
NS f-i# 48 22 3 125 mmol/L (#5 jid g <
8 mmol/L/day)

@lﬁﬂpﬁ—?/? J_h}?‘ﬁ’k oy fluid
overload
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VII. Pneumonitis

%R

]

Grade 3 ‘severe symptoms( limiting self-care
ADL; oxygen indicated)

Grade 4 : life-threatening respiratory
compromise—> need tracheostomy or
intubation

EREE DR A Y LR s B
T ik o 5 F RGBT X
(ILD) > & 4 i1+ osimertinib

VIII. Thromboembolism

%R

JaB2

Grade 3 : venous or arterial thrombosis
(uncomplicated pulmonary embolism,
nonembolic cardiac mural thrombus)

Grade 4 : life-threatening (pulmonary
embolism, cerebrovascular event, arterial
insufficiency-—hemodynamic or neurologic
instability)

FEFLFRRERE L HBEF LI0R
» Venous : anticoagulant
» Arterial : antiplatelet

» Cerebrovascular : thrombolytic

IX. Cardiac Toxicity

EFHAr o A i%HlmgMcwmmm‘Mf%ém%?ﬂ#’éﬁ{,
R oesd ¢Qk1mHm1&am%# ZRMHERECG 2 TRRY (56
- =)
left ventricular ejection fraction (LVEF) ) %14

%R

# A o LVEF 7™ %% 10%:z" #% 50%

B4
> LVEF 4 5k kdicie 7 £ & 377 %

FaEIBYER- X

> LVEF 23 $A3 h RiciE > PR A%

3 congestive heart failure 4p B g % XA B2
QT prolong % % )58

=2 3 3 ECG &4 3| Grade 1 (QTc <481 ms)
2 ECG 1+ #ipl3 > A =x Grade 3 (QTc>500ms) | 2 + R R AR E > £ 357 '8 i ahH| £ 40

mg
Developed QT interval prolongation with
signs or symptoms suggestive of life KA iR 2
threatening arrhythmia.
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4. ¥ 23 (en
» Substrate of BCRP/ABCG2, CYP3A4 (major), P-glycoprotein/ABCB1
(minor); Note: Assignment of Major/Minor substrate status based on
clinically relevant drug interaction potential; Inhibits
BCRP/ABCG2, P-glycoprotein/ABCB1
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