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® 1>t ClinicalTrials.gov 41t % ¥ 2 3 7§ 49 B 525 :#% (NCT00704418 and
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(Vexol®) » 14 —*‘ 4 diclofenac (Volen®) ~ ketorolac (Acular™) ~ nepafenac (Nevanac®)
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Volen 0.1% | Diclofenac v FR (S 20 PR IR L # P i 55 ~/5 ml/¥g,
“Winston” S01BCO03 85 ~/10 ml/¥g,
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(z) #i

AP BERRPF Y O REEFE F AV TR
MEAFSE L o B 2 ks TR AP HE 3T 5 - X - = (once daily)® -

B 1 (("bromfenac"[Supplementary Concept] OR "bromfenac"[All Fields])
AND ("cataract"[MeSH Terms] OR "cataract"[All Fields])) AND Clinical Trial[ptyp]
A4FE Lv: >3t 2011 # 4 % 16 P #F PubMed £ W 8 A éjl?e o k& 14
'bromfenac'/exp OR bromfenac AND ('cataract/exp OR cataract) AND 'clinical
trial'/de % 3F vk » 3 2011 # 4 * 16 p % Embase > = F B 33 é}g% o

- AR e TR R G F R 6 2 pER AE R 0 TR

N J‘ﬁi HEts pRRgs ) g%k o (Il Acta Ophthalmol 2009;87:300-5. 2 J Ocul
Pharmacol Ther 2007;23:601-12. p| Ophthalmology 2007;114:1653-62. K Jpn J
Clin Ophthalmol 2003;57:1233-7. 5 Folia Ophthalmol Jpn 2003;54:276-9. 6 Folia
Ophthalmol Jpn 1997;48:560-9) » # i iz s F% ¥ A& F.en* 2 L - 2 3 X

(twice daily)> &2 Fu 7§ 24 =0 ¥ Fren® 2 2 4p o Ar g Fi‘%%#\ill »RIFL ARTR o

¥ehy 4}&?/*%{6%#7’%* g7 (1 Adv Ther 2009;26:645-50. 2 J Ocul

Pharmacol Ther 2008,24.573 8. 3 J Cataract Refract Surg 2008;34:1509-12. 4 J

Cataract Refract Surg 2007:33:1539-45.) » £ A% s B Pp 305 L F o8 3 2%
[EEENES SVIPEE 7 PN - S T

> 2011 # 4 * 16 p 2 bromfenac % M4tZF # & (Search All Text) The
Cochrane Library » # A% 33 bromfenac P% ek Sud < /I?e " R o

2011 # 4 * 7 p #ClinicalTrials.gov4 ht » " bromfenac cataract 7 B 43
WF S EFRS BEE AFER Y- - KN Ak P RS F ,\mq;rP
kiR ES [4,5] &5 Bk EH& (NCT00704418 and NCT00853970) =& 3+ 4%
SR RN TS SR ﬁ@ﬁ%mlmﬁ%’ﬁ%%%i&ﬁw
Bt E R - Ao E LN AR o paE o AAcl Ry e 143 (8
ARG R )

PRAERLD A (RBER) 2 ER kAP RE S TioR S MRS E X0 T
s B R 3 NI e (summed ocular inflammation score >3 after cataract surgery) 'rﬁ}}% * kG-
S (twme daily) ; 2 15 % B & 584 F 7L 5 2010 # 1245 37 0T pé% S5 0 R OR-H

%Y G- % - =% (oncedaily) » 2 F i ¥ g st d PR A

b i\ F ek BT 54 5 weight per volume » &5 B2 P A 4245 bromfenac sodium 717 £ &7
% 0.1% > %% R P45 bromfenac free acid e1 % € #%7+ 5 0.09% -

715
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® Scheduled for cataract surgery

® Men or women who were 18 years and older

A G

® Known hypersensitivity to bromfenac and salicylates.

FE Y S E A

Proportion of participants with the Summed Ocular Inflammation Score (SOIS) of

zero at day 15 after cataract surgery

Scale: 0 = 0 cells (complete absence); 0.5 = 1-5 cells; 1 = 6-15 cells (very slight);
2 =16-25 cells (moderate); 3 = 26-50 cells (marked); 4 =>50 cells (intense).

SR T T A

® Proportion of participants that were pain free at day 1 after cataract surgery

(participant description of being pain free taken from patient questionnaire with

multiple possible responses)

m Safety

B

# 2 ~ Primary Outcome: Proportion of Participants With Summed Ocular

Inflammation Score (SOIS) of Zero at Day 15 After Cataract Surgery

(Bromfenac Ophthalmic Solution 0.1%, Dosed One Drop Daily vs. Placebo,

Dosed One Drop Daily)
NCTO00704418 NCT00853970
Bromfenac Placebo Bromfenac Placebo
Number of participants 73 78 152 147
analyzed
Number of participants with
2 70 36
SOIS of zero at day 15 36 3
Proportion (%) 46.2 29.5 46.1 24.5

No statistical analysis provided.
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# I ~ Secondary Outcome: Proportion of Participants That Were Pain Free at Day 1

After Cataract Surgery (Bromfenac Ophthalmic Solution 0.1%, Dosed One

Drop Daily vs. Placebo, Dosed One Drop Daily)

NCT00704418 NCT00853970
Bromfenac Placebo Bromfenac Placebo
Number of participants 73 73 152 147
analyzed
Nurnber' of participants that 65 40 135 105
were pain free at day 1
Proportion (%) 83.3 51.3 88.8 71.4

No statistical analysis provided.

# = ~Adverse Events (Bromfenac Ophthalmic Solution 0.1%, Dosed One Drop Daily

vs. Placebo, Dosed One Drop Daily)

NCT00704418 NCT00853970
Bromfenac Placebo Bromfenac Placebo
Total, other (not including serious) AEs 17/73 34/72 69/146 86/144
Eye disorders
Conjunctival infections, irritations and 0/73 4/72 7/146 9/144
inflammations (0.00%) (5.56%) (4.79%) (6.25%)
Corneal infections, edemas and 0/73 4/72 0/146 0/144
inflammations (0.00%) (5.56%) (0.00%) (0.00%)
) ) 2/73 5/72 11/146 13/144
Lacrimal disorders
(2.74%) (6.94%) (7.53%) (9.03%)
) 5/73 9/72 17/146 37/144
Ocular disorders NEC
(6.85%) (12.50%) (11.64%) (25.69%)
Ocular infections, inflammations and 6/73 12/72 25/146 35/144
associated manifestations (8.22%) (16.67%) (17.12%) (24.31%)
) ) 0/73 0/72 24/146 37/144
Ocular sensation disorders
(0.00%) (0.00%) (16.44%) (25.69%)
) ) 0/73 0/72 16/146 15/144
Visual disorders NEC
(0.00%) (0.00%) (10.96%) (10.42%)
Skin and subcutaneous tissue disorders
Rashes, eruptions and exanthems 4/73 0/72 0/146 0/144
NEC (5.48%) (0.00%) (0.00%) (0.00%)

NEC = Not elsewhere classified.
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# = ~ Serious Adverse Events (Bromfenac Ophthalmic Solution 0.1%, Dosed One

Drop Daily vs. Placebo, Dosed One Drop Daily)

NCT00704418 NCT00853970
Bromfenac Placebo Bromfenac Placebo
. 0/73 0/72 0/146 3/144
Total, serious AEs
(0.00%) (0.00%) (0.00%) (2.08%)
Endocrine disorders
. . 0/73 0/72 0/146 1/144
Acute and chronic pancreatitis
(0.00%) (0.00%) (0.00%) (0.69%)
Surgical and medical procedures
L 0/73 0/72 0/146 2/144
Eye and ear procedural complications
(0.00%) (0.00%) (0.00%) (1.39%)

ERE A i B % * bromfenac X2 & & % L ¢ 2 F 2 & }£ abnormal
sensation in eye, conjunctival hyperemia, eye irritation (including burning/stinging),

eye pain, eye pruritus, eye redness, headache, and iritis. &% % L F 2 g 4 F 4
2-7% [6] °

Bromfenac ophthalmic solution £2 ketorolac ophthalmic solution #* #5586 p
Rasis g L cip A Ep g 2

T it 4+ ¥tbromfenac* T3 F | e~ }I?e ¥ > 3 @ K ¢ Z bromfenac ophthalmic
solution 0.1% 7 ketorolac ophthalmic solution 0.4%° 2 1t # : (1 J Cataract
Refract Surg 2008;34:1509-12. 2 J Cataract Refract Surg 2007;33:1539-45.) ; % if
d i S RAFS B EE L AR L ORIE LF BR A AE R
SRR | P S-e

B 12 (("ketorolac"[MeSH Terms] OR "ketorolac"[All Fields]) AND
("cataract"[MeSH Terms] OR "cataract"[All Fields])) AND Clinical Trial[ptyp] = 3
& Qw203 2011 & 4 7 20 p #7F PubMed’ = 2 340 7 < )gk;ll 'ketorolac'/exp
OR ketorolac AND ('cataract'/exp OR cataract) AND 'clinical trial'/de 3% & F % »
322011 # 4 * 20 p 3% Embase » £ % IR 107 % @)]% 0

¢ Ketorolac ophthalmic solution (e.g. Acular™) * ;5 & P} Bieis 3 X ehZH kR % 0.5% o
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- K ARID M 2 }I% EAEE RS FRG 15 B2 L]?%? #* iz ketorolac
ophthalmic solution 0.5%* ** TJa o p B+ Ftspe3fgF X | ek (1] Am J

Ophthalmol 2010;149:777-84. 2/ J Ocul Pharmacol Ther 2006;22:251-7. 3

Graefe's Arch Clin Exp Ophthalmol 2005;243:768-73. 4 J Med Assoc Thailand
2003;86:143-50. 5| J Cataract Refract Surg 2002;28:93-9. [¢ J Cataract Refract
Surg 2001;27:1232-7. 7 Ophthalmology 2001;108:331-7. § J Cataract Refract
Surg 2000;26:1626-30. 9 J Cataract Refract Surg 1999;25:699-704. [10f Am J
Ophthalmol 1999;127:253-9. 11 Ophthalmology 1998;105:1775-9. 12 Ophthalmic
Surg Lasers 1998;29:539-44. [13| Clin Ther 1997;19:259-72. [14 Ann Ophthalmol
1989;21:407-11.  [15 Ophthalmology 1988;95:1279- 84.) gkt < it ¥ § & 35k 5 fc
poasis 3 & L (moderate or greater postoperative inflammation) =5 £ 0 £ &
PR BRI Y RET LT B BRI R LRIV AR S Y
FAR P AV ATREEROREE T OSOIS 7 o iplEske AR T
e BP% | f Bove b 5 AN R T o R b iR ARG 2 R ketorolac PR R

A Tagize p Fﬁl‘f‘ﬂ‘“"wffﬁ BP0 W e ok o

BB Y Jm k€t ketorolac fRj | (Acular® Ophthalmic Solution 0.5%) %
¥ R en7? 2F % §_transient (eye) stinging and burning » 3 4 F X bR ISR i
140% ; H @4 F 1 95 1%-10%=72 2F i ¢ 35 * allergic reactions, corneal
edema, iritis, ocular inflammation, ocular irritation, superficial keratitis, and
superficial ocular infections ; & % 07 2 ¥ i* ¢ 3% ! corneal infiltrates, corneal ulcer,

eye dryness, headaches, and visual disturbance (blurry vision) [7] °

1. F] 2011 # 4 7 21 p 2k B4 ~ B2 BRG & AT F D40 M s
e 3F 42

2. AT ERRPF T R FRREEFEL FF VR REAAR 0 L TsR
NRRAFS S L o B R kfEd F e H oriT o - X - =0 (once daily) o 3t
ClinicalTrials. gov p 5 FA B TEEFER (NCTO0704418 and
NCTO00853970) et % »ied BiEBkK 4R > ¢ 8 5 ¢ o HEfs L s %‘;1 .
% AR T ([T E% 0 RRERE L FH O FE - - S0 BRI R
B pAET - XAc R TAFS 143 (45245 P )e

3. ha Rfondptk (FEE % 15 % R EH UF & [SOIS=0] e &vt &) +

bromfenac p% ;% #) . % % & et )4 W] 5 46.1-46.2% % 24.5-29.5%; Al i
(8% 1 % RE R o B Bl 3830 = & frocdp ik o bromfenac fr i A o 2

11s



XA et b A w5 83.3-88.8% % 51.3-71.4% o

e T B i * bromfenac P% /% & & ¥ L 3 L FE i+ ¢ 3£ abnormal
sensation in eye, conjunctival hyperemia, eye irritation (including burning/stinging),
eye pain, eye pruritus, eye redness, headache, and iritis. &4 % 2 F & g 4 &
5 2-7% o

RIS B89 ketorolac PR A 2 Tn e MRS PR INE X g ¥k
IR F /I?c 7z bromfenac ophthalmic solution 0.1% ¥ ketorolac
ophthalmic solution 0.4% e b ; 2 Ed »Tigd g < ;I;Je FE$ 4 B
T X ATRBRORIELE JA T AT TUAI D ATR o7 15k
* ¢ ¥ 3% ketorolac ophthalmic solution 0.5%% >* 1 i if Ml eroic s > igdt ¥
FETOF L& T gl B3 % L (moderate or greater postoperative
TR EFER B L TG SE BRI
o B BN AR G0 R ”;5 ia“i 2R R F RS T o
SOIS 7 F ; B Ry ARG TiiFis B aR m}?‘r,‘ Bt b g5 A3 RE
#F VL A 3R 2 587 ketorolac B\,,zﬁ‘ﬂj il aE R R AT o

1nﬂammat1on) f B BRI

A3 ip B 52 ketorolac PR ] * 3t TS b R LIS PRI W ajp R
2 G REHRY OB LLT LF RO ARG PR AKET LER
(serious adverse event) °
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I ~EREREE (F2Rv L)

ki w20

4 £+ CADTH TAR100E 47 12p kA ETH
24 PBAC 2100 #E 47 129k hEFHR
# B NICE 2AMLI00#E 47 129k haFHR
His FAR100#& 47 12 p 0k B Fop

(=) #t&+ ~BWZEER
% & & bromfenac sodium hydrate 2 p B JE@= T4 o
(=) #¢

32011 & 4 7 12 p 1 B4EF "bromfenac" % "cost" # "bromfenac" %
"economic” #F PubMed % Embase » ¥ A% AP 2 S T v),% °

= ‘ﬂﬁliiﬁ.*'ﬁ—

(=) P53 FrEE2 SR

1395 bromfenac % 5.4 % (ATC 75 5 SO0IBCl11l) % ¥ 5if g » iE4 P
Wik B anggiuE R A > ¢ 35 ketorolac % diclofenac ¢ 4p B A -2 i %
EHERERRTELLAZ o ¥ - 3G > d 3 ketorolac i * £ & 5 (L 2

i ) ’ Tﬂﬁ“ééiﬁu ketorolac 3 1 & 2} 4% # & o

() ™ fevmitp A HEL P A S A

FEARM 2 A AR R ERFRY R R P AT ER
2 B B e
(=) BRi#E

ERBFRY FRBRE M e MRS ZPRIE LR F A S
A5 9597  REIR TR O Y 2 IRk S b ® ok MR R 4 2
SR E Mg (H R ch 2 lkts > L wde: 2ROF 4 A vl ok N o g
Y] 1’11‘;—;%5 FHF20 2 P F £ 500 > Wkt B s o 7 AR 95-97 & 3%
A w5 115,040 » 109,270 2 129,320 # - @ ng}%f» S o0 T L Ep &
W87 & 1" 1P 2miprih mps- Y (case payment) RN Rl xéf‘er%fm
BAa Gt AR ERBETEIEL AR 597 ENTE R AEA Y S 24
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23 2 27T f o 32T § BN LR -
Fon SR 95-07 ok & RS L R kst

95 & 96 & 97 &

xS = ¥ &4 = &4 = i

g
ey
o

[ERES

97601K(%5) 260 6,451,900 242 6,005,230 262 6,501,530

97602A(F ) 78 1,928,550 61 1,508,225 76 1,879,100

97603B (3~) 64 1,575,872 58 1,428,134 53 1,305,019

¥

97605K (¥ ) 28 578,424 33 681,714 38 785,004

97606A(F) 30 619,740 27 557,766 26 537,108

97607B(3- ) 24 495,744 14 289,184 22 454,432

97608C() 132 2,127,773 131 2,707,115 157 3,244,405

FOFEY S R REFR S EEFR A AR

Faf £t AR 99 & o~ ZUrR B (diagnosis-related group, DRG)
B> & TTW-DRGs (3.3 %) 2 ‘sz_f;,ﬂh 1,7 > £%% % [DRG03901, -
"DRG03903, - "DRGO03904, -~ 2 "DRGO03905, %3 p > & & § &t ~
TR B e

FoRR R R S P et e A B 97-99 # i * T SO1BC
F(31) 7ahr k4l %7 5 1 ketorolac /5 mL i #

ﬂﬁ*

“5&? ‘%ﬁt

#
r

Ea

l‘:ﬂ? rw
-y

£ o it

o

SN \-\‘g&‘;

i

%4 A WO7-99 & [SOIBC | ¥4 2 ¥ £

\F“\ﬂ

T 97 #F 4 98 & ¥ 4 994;_?5»

£ £ 2 &9 2 £4F

Diclofenac/5mL | 3,129 | 269,094 3,820 300,279 | 4,881 | 278,716

Diclofenac/10mL | 1,209 | 118,538 2,179 208,095 | 1,792 | 152,320

Ketorolac / 5 mL 8,369 | 1,573,285 | 11,101 | 2,015,849 | 15,051 | 2,458,234

199 DRG " %if , affdl @ b — fhsp > 7 b ® VRRIG R S S B
EAE NS TENE I amé,nwu%z S AR L
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