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it 65 100.00 65 100.00 61 100.00
PER 5 62 95.38 62 95.38 58 95.08
nw 3 4.62 3 4.62 3 492
A <14 % 0 0.00 0 0.00 0 0.00
Sl = 42.29 15 =<641% 60 9231 60 92.31 56 91.8
SD=12.64 65 i< 5 7.69 5 7.69 5 8.20
/il =23 7% =97% 0 0.00 0 0.00 0 0.00
e RAH =70 7% 0= =195 0 0.00 0 0.00 0 0.00
20/ =297% 6 9.23 6 9.23 6 9.84
30 <395% 26 40.00 26 40.00 24 39.34
S <497 15 23.08 15 23.08 14 22.95
50 =59 % 10 15.38 10 15.38 9 14.75
60 = =69 % 7 10.77 7 10.77 7 11.48
70 %= 1 1.54 1 1.54 1 1.64
ABE - AKX 5 N 1 1.54 1 1.54 1 1.64
Ak 44 67.69 44 67.69 43 70.49
INURSY IS 20 30.77 20 30.77 17 27.87
HIV IEGE TG L3 16 24.62 16 24.62 15 24.59
kil 49 75.38 49 75.38 46 75.41
N HAN 64 98.46 64 98.46 60 98.36
Z Ot 1 1.54 1 1.54 1 1.64
e 10 4] <14 1 1.54 1 1.54 1 1.64
/Ml =0 4 1HE< <24 0 0.00 0 0.00 0 0.00
KA =22 4F 2ME<S 3 4R 0 0.00 0 0.00 0 0.00
3AE< =44E 0 0.00 0 0.00 0 0.00
44E< S54E 1 1.54 1 1.54 1 1.64
SAE< 4 6.15 4 6.15 4 6.56
AN - KL 59 90.77 59 90.77 55 90.16
WEARIEE e 35 53.85 35 53.85 35 57.38
kil 30 46.15 30 46.15 26 42.62
A EIE e 13 20.00 13 20.00 13 21.31
kil 52 80.00 52 80.00 48 78.69
B 13 60 9231 60 9231 56 91.80
kil 5 7.69 5 7.69 5 8.20
JiF B 13 43 66.15 43 66.15 40 65.57
H 22 33.85 22 33.85 21 34.43
AT H <180 H 7 10.77 7 10.77 5 8.20
(#5-H ¥ 180< =365 H 8 12.31 8 12.31 7 11.48
w/ME=2 H 365< =730 H 17 26.15 17 26.15 16 26.23
HOKAE =2,704 H 730< 33 50.77 33 50.77 33 54.10
e - Hk e 25 38.46 25 38.46 25 40.98
ok 40 61.54 40 61.54 36 59.02
D S0 A5 J o 0 0.00 0 0.00 0 0.00
kil 65 100.00 65 100.00 61 100.00
P S5 <2 #l 9 13.85 9 13.85 9 1475
Al <s5#l 33 50.77 33 50.77 30 49.18
6 A< 23 35.38 23 35.38 22 36.07
CREE S ke P HIV 3 65 100.00 65 100.00 61 100.00
ZOMDHLT A v AFH| 6 9.23 6 9.23 6 9.84
Z Ot 38 58.46 38 58.46 34 55.74
YL HIV 3 Hig) 0 0.00 0 0.00 0 0.00
P S5 1 4] 5 7.69 5 7.69 4 6.56
2 #l 17 26.15 17 26.15 15 24.59
3 #l 27 41.54 27 41.54 26 42.62
47< 16 24.62 16 24.62 16 26.23
BLHIV 3 0F H SR G T 5 I S B 4] 51 78.46 51 78.46 47 77.05
FAL T 51 3 B4 18 27.69 18 27.69 18 29.51
7a 57— ¥ 41 63.08 41 63.08 40 65.57
A V77T —YHEH 32 49.23 32 49.23 30 49.18
CYP3A FHEHIGEH O A5 #E 13 52 80.00 52 80.00 49 80.33
kil 13 20.00 13 20.00 12 19.67
F5¢ L5 il o A 29 44.62 29 44.62 28 45.90
CDC 4 B 5 7.69 5 7.69 5 8.20
C 28 43.08 28 43.08 27 4426
ARH - KRR 3 4.62 3 4.62 1 1.64
e B da e IR0 40 RS 30 46.15 30 46.15 29 47.54
X4 0 0.00 0 0.00 0 0.00
DM 1 1.54 1 1.54 1 1.64
NR 0 0.00 0 0.00 0 0.00
KFEHE 34 5231 34 5231 31 50.82
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60 K= =69 % 7 1 3 14.29
70 iE= 1 1 1 100.00
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Ak 44 6 7 13.64 DF=2
INRSYIS S 20 9 13 45.00
HIV G IG5 £l 16 3 3 18.75 p=0.636 p=0.744
H 49 12 17 24.49 DF=1
BEAR R e 35 8 9 22.86 p=0.964 p=1.000
H 30 7 11 23.33 DF=1
G DA i 13 2 2 15.38 p=0.462 p=0.715
H 52 13 18 25.00 DF=1
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JHE RS A A i3 43 9 14 20.93 p=0.566 p=0.757
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(B ik =2 %l 9 0 0 0.00 p=0.039* —
Al <5%| 33 6 7 18.18 DF=2
67l < 23 9 13 39.13
L HIV 3 Hi) 0 0 0 — p=0.646 —
PP SEH B 1 # 5 0 0 0.00 DF=3
2 #l 17 4 5 23.53
3 #l 27 7 11 25.93
4H)=< 16 4 4 25.00
CYP3A FHEAIGEH O i3 52 11 14 21.15 p=0.462 p=0477
H 13 4 6 30.77 DF=1
P G A A 29 6 8 20.69 p=0.765 —
CDC 4 #i B 5 1 1 20.00 DF=2
c 28 8 11 28.57
ARH - KA 3 0 0 0.00
B G- BRI ) 14 43 J RS 30 5 8 16.67 p=0.656 p=1.000
X4 0 0 0 — DF=1
DM 1 0 0 0.00
NR 0 0 0 —
ENES 34 10 12 29.41

1 p<0.05, ** 1 p<0.01.
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Safety Analysis of CELSENTRI" Tablets 150 mg (Maraviroc) in

Post-Marketing Surveillance in Japan
Haruyuki HonGo", Takako Nacao", Kyoko Nakamura', Yuko Maeno",
Tomomi KITAICHII), Akiko Fukupa® and Ichiro Koga®

v Safety Control Department, ViiV Healthcare K.K., 2 ViiV Healthcare K.K., and
¥ Medical Affairs Unit, ViiV Healthcare K.K.

Background : Maraviroc has a novel mechanism of action whereby it binds to the coreceptor
CC chemokine receptor 5 (CCRS) and inhibits the entry of human immunodeficiency virus (HIV)
into cells. In addition to the US and EU, maraviroc is currently approved in more than 30 other
countries, and marketed as CELSENTRI Tablets in Japan since January 2009. We examined the
efficacy and safety of the product in clinical practice through post-marketing surveillance (drug
use-results survey).

Methods : A post-marketing surveillance of CELSENTRI Tablets was conducted in the HRD
joint survey from April 2009 to December 2018 to analyze its efficacy and the incidence of
adverse drug reactions (ADRs).

Results : Information was collected from survey forms of 65 patients who received maraviroc
and were registered in this drug use-results survey. The safety analysis included 65 patients ; the
incidence of ADRs was 23.08%. ADRs other than “renal impairment” (2 patients) occurred in 1
patient each. Eleven serious ADRs were identified in 7 patients. No interactions between
maraviroc and concomitant drugs were reported. For 61 patients included in the efficacy
analysis, HIV-RNA copies/mL decreased markedly within 3 months after administering the
product and remained low thereafter, whereas CD4+ lymphocyte count increased.

Conclusions : In this surveillance, HIV-RNA copies/mL and CD4+ lymphocyte count
improved and were maintained long after administration. ADRs occurred in 23.08% of patients
treated with maraviroc during the 8-year surveillance period. However, major events were
already known, and no new findings affecting the safety profile of the product were found.

Key words : maraviroc, CELSENTRI, CCRS, HIV, drug use-results survey
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