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TABLE 5
Change in Subjective Complalnts batwesn Baseline and & Months
Beller than Worse than
Baseling No Change from Baseline
Baseline

12 oF more grade

{2 or more grade

Symptam change} {01 gral:le_t;hangeh chn_nun:l

LIGHT SENSITIVITY 7.8% (231291 Bo.3% @ouizst) | f27wNareen)
DIFFICULT NIGHT BRIVING 12.4% (36291) | 852% 2asoet) | f z.qﬁ_!{\rzgu
DIFFICULTY READING 25.1% (73201) | 63.0% (1866201 ! 10.3% (34201
DOUBLE VISION 0.7% (21291} 97.3% (2831201 2.1% (531)
FLUCTUATION IN VISION 4% [@r2at) 92.1% (2681291) 6.5% (10fs1)
GLARE ' B.6% (26/281) 80.0% [262/201) 1.4% farfs1)
HALOS - _ 34% (10281) | 93.1% (2711201} A 1 1) |
STARBURSTS 2.4% (B1291) 95.9% (2780201} 2 1% (6at)
DRYNESS | 27% @) B3.5% (243291) | 13.7% i4fr2o) |
PAIN 0.3% [1/281) 99, 7% (2604291} o (gon)
FOREIGN BODY £.3% (11291 57 6% (264/291) 2 viferzn)

System with
Wa-ve Front E Sys
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TABLET COMPARISON OF SYMFTOMS BEFORE AND AFTER SURCERY
(AT 3 MoxnTHs, N =350 EYES TESTED)

SYMPTOM WORSE SIGNTFIGANTLY WORSE
foo\(m) %\ (n)

Light sensitivity f3.25447) [3.4%\12)
Headaches 3 T%[\ k)] 2.5%Y9)
.T’ain."burr:i::g 3.9% (14) 1.44% 45)
Dryness 33.1% (NI18) 7.6% (17)
Excessive tearing 1 222d) 0.0% (B
Giritly, scratchy _ 8.7 (3D 200 (D
Glare _ ' 17.7% (ep) 3.4% (1P
Halos ' 20.8% (Th) 3.7% (1
_Elurrr:d Vigion 12.6% {4';.} 4. 8% (1)
Double vision 6.7% (24) - 22%(4)
Fluctuation of vision | '.Li-_:%% (3R} 2% (1E)
Variation - bright ?..'E:I;-}f: (2%) 1L.8% (D
light

Variation - normal | 5.0% (20 L.7% (p)
light |

Variation - dim light L1.8% 2] 33% 1™
Night driving vision 1.8%49) \ 732 [26)
Other 02 (o) \e6# )

\vl \vl



http://www.accessdata.fda.gov/cdrh_docs/pdf6/P060004d.pdf

TABLE 83A CHANGE IN GRADING OF SYMPTOMS BEFORE AND AFTER SURGERY

(AT 3 AND & MONTHS)
Patient Symptom 3 Months ) 6 Months
Y (D) Yo {n/Np
Better | No Change & Better | Mo Change
Light sensitivity 185 64.0 16.6 227 634 134
(66/356) | (231/356) 593 54! (BOVIST) | (223/352) 9.-'35
Headaches T8 R4.0 88 B58
(35/356) | (29%/356) f::.fss-ﬁj (31/352) | (301353 (H;l.-'_'i 52)
Prin‘burning 50 K 74 [T 41
(21/356) | (3164356) (]WJS-&} (26A52) | (315D ] (15352)
Diryniess 101 497 a0.7 128 59,7 7.6
(360356) | (175358) ) (145356) | (48350 | uasay | 97asn)
Excessive tearing 5.3 (K] 2.2 (8/356) 74 W9 1.7 (6/352)
(19356) | (3240356) (26/352) | (320035
Ciritty, seratchy a4 TR 10.7 9.4 232 T4
(347356 | (284356 || (38258 (| 3asn | sy | eensn
Glare 15.4 G35 1.1 17.6 5.6 16.8
(557356) | (22e35e) )| oraasay || israsn | 2305 | (5Ese)
Halos 4.1 67.4 24.4 1.4 710 16,8
(290356) | (2400560 || (87aEa) || @aeasay | saasn | seasn
Blurred vigion 6 750 174 5.5 T3 139
(2T7356) | (26756 )| (62/354) (3L352) | (272352 | (4%/352)
Double vision 1.1 (4/356) 200 0,10 1.1(4/352) 943 45
(3a0vase) || (32/356) (332352 | (164352)
Fluctuation of 1.4 (5/358) TRT 199 18 £1.0 162
vision izanasay | o7u3Ea) ff Oocisay | aesasn | a1
Varation - bright 7.9 834 87 17 518 13
ligghd (287356) | (2977358 [ (317358) (23350 | (288553 | (37350)
Vartation - normal | 1.1 (47356) 916 73 1.7 (60352} a0 74
light (32a0358) || (26/356) 3200352y |\i260352)
Variation - dim 9. 70 17.1 111 R 153
light (35358 | (2600356) | WAl '15-5} (3W352) | (230a51 | Ns40a2
Teght driving vision 3.0 359 .7 6.2 151
(8273561 | (199:358) 5 35 (73350 | (226353 | NVIE
Other 0.4 (2/356) 98.% . 6W§ﬁ} 0.6 (27352) 074 2. u}.us ]
{3E27H5G) (143/352)
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Change in Patient Symptoms at 3 Months

Much
Worse

Glare from
Bright Lights

Halos

Light
Sensitivity
Visual
Fluctuations
Mignt Oriving
Glare

{M=180]

Somewhat Mo Change Somewhat Much

Worse Better Better

ki n % no % n
6T 8% 22.2% 2.2%
66, 1% 14.4% 0.0%
1.1% 12.2% 0.0%
TE. T 8.9% 0.0%

T0.6% 20.6% 0.0%
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Tahla 5. Satisfaction with Surgery
I MONTHS b MoONTUS
M=1{3 M=1110
Extremely Satished 47 2% 48.2%
Satisfied 26.9%; 25.5%
Mot Sure 15.7% 10, 9%
Unsatished A0 ]m
Extremely Unsatisfied N6 3.6% 4

M i the number of eves studicd,

Table 6. Frequency of Glasses or Contact Lens Wear for Distance

After Surgery
IMonTns 6 MONTHS
N=108 M=110
Mever B3.2% 31.8%
Seldom ;j_?‘!f'u 6.4%
Freguently |.9% | B%
Constantly B 3% 10,082

M 15 the number of eves siudied.

Compared to Before Surgery

Table 8. Change in Visual Acuity with Glasses After Surgery

Standard Chart 10% Low Contrast Chart

% of Eyes With: "3Months | 6Months | 3 Months | 6 Months

N=110) (N=110) (N=108) N=110)
loss of more than 2 lines 0.4 0.0% .04 .00%
loss of 2 lines 00% 0.0% s T
loss of | line 6.4% 16% | .
no change 53.6% 34.5% 39 8% i6.4%
gain of | line 19.1% 8% | 30.6% 33.6%
zain of 2 lines 0.9% 1% | 65% | 7a%
gain"oi'mq:-rc lha.n-.": lings 0.0%% 0.0% 0.9% 0.9%

M is the number af eves studied.

System and
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Table 3. Change in Contrast Sensitivity with Glasses After Surgery

Compared to Before Surgery
| Daylight Conditions DNim Light Conditions
% of Eves With: 3 Months [ "6 Months | 3 Months | 6 Months
(=110 Ll el {(MN=107)
Loss _6.4% 3 5% 2% | 1039
No change N 90.9% 8910 B6.4% 63.6%
Gain 2.7% 5.5% 22 .4% 26.2%

M 15 the number of eves stndied

Table 10. Adverse Events and Complications

Greater than or equal to 1% of eyes (M-=1 10} had:

Irritation on the front surface of the cornea at one month or later

Cells growing under the cormeal flap *

Inflammation of the cornea under the corneal flap

Problem with creation of the corneal flap *

Pain at one maonth or later

Less than 1% of eyes (M=110) had:

Feeling of something in the cye at one month or later

Viral infection in the comea

M is the number af eves stodied

Table 11. Worse or Significantly Worse Symptoms without Glasses After
Surgery Compared to Before Surgery*

3 Months (N=110) 6 Months (N=110)
Comfort Sym ptoms W){se Sig::.ﬁf::“}' W;JEE Slg:.:;:;f"}l
Burming | /3.?% 0.49%, /fr.-ﬂ\ ﬁ‘?"’A
Dryness 140.0%\ 1.8% I36.'1%\ IE.?‘% \
Excessive Tearing 0.0% 0.0% I 2.7 \ 0.0%
Ciritty Feeling 6.4% (0.9% 6.4% 0.9%
Headache 4.5% 0.0% 4.5% 0%
Light Sensitivity 2?.3‘!@ 0.0%0 204 1.8%
Pain 6.4%, 1.8% 4.5% 0.0%
Redness | as% 1.8% 7.3% 0.0%
Yisual Symptoms J‘
Blurring of Vision 20.0% 1.8% 13.6% B.2%
Double Vision 8.1% 0.0% 4.5% | 8%
Fluctuation of Vision 20.0%, 3.6% 21.8% 4.5%
Glare \ 26.45 ] 0.0% \ 13.6% [ 0.0%
Halos § \ 2730/ 0.0% \19.1%/ \3-'5“5’07[>
Night Driving Difficulty \\ULM: 0.0% \Q# “V
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Table 4. Symptoms without Glasses After Surgery Compared to Before Surgery*
6 Months
Comfort Symptoms N S'g;ﬁ:::"y Better C:;:;Ec Wf Sig;:g‘;:’“}'
Burning 276 9.4% 6.5% | 79.3% |far | [ooN
Dryness 276 | 9.1% 8.3% | 58.0% [[23.6%\| [ 1154\
Excessive Tearing 274 4.0% 66% | BAE%W [ 3.4% 0.0%
Gritty Feeling 276 6.9% 43% | TRAM | 9.8% 0.7%
Headache 273 10.2% 102% | 75.3% || 44% 0.0%
Light Sensitivity 275 5.5% 16.4% [ 54.2% [| 20.0% 4.0%,
Pain 276 1.2% T6% | B51%0 )] 4.0% 0.0%
Redness 176 1.2% T2% | Tad% || B3% 0.7%
Visual Symptoms
Blurring of Vision 276 I 1%% 16.3% | 51.4% || 15.2% 2.0
Double Vision 176 T.2% 33% | T6.0% | 10.5% 2.9%
Fluctuation of Vision 276 6.9% 15.2% | 56.2% | 17.8% 4084
Cilare 276 §.3% 12.3% | 38.3% | 18.5% 2.5%
Halos* 275 9.1% 50% | 702% [\i2owf| \ 36w
Night Driving Difficulty | 276 | 17.0% | 23.2% | 46.4% \Q@{ '

M is the number of eyes siudied

Table 6. Satisfaction with Surgery

6 MONTHE N=2T76

Extremely Satisfied 478%
Satished 31.9%
Mot Sure 12,0%,
Uinsatistied /i.-ﬂh
Extremely Lnsatished 299
)

M5 the numiber of eyes gludied

Table 7. Frequency of Glasses or Contact Lens Wear

For Distance After Surgery
O MONTHS N=275
Mover B3, 50
Seldom T6%
Frequentlv R
Constantly (—1.?'?«9

N s the narmiber of eyes siudied

System and
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Table 10. Change in Visual Acuity with Glasses After Surgery

Compared to Before Surgery
Standard Chart 10% Low Contrast Chari

%5 of Eyes With: 3 Months & Months 3 Months & Maonths

}mg__.—-m—m, —_ =120
loss of more than 2 lincs _~ 0.3% 0.0% 3.8% 2.2%
lozs of 2 lines ( 1.7% 0.9% 5.5% 3.4%
loss of 1 line ) 2% 17.5% 20.5%
no change 532% | STIR | 03% 18.1%
gain of 1 ling 25. 7% 24.1% 230% 25.6%
gain of 2 lines 0.9% 0.3% 7.2% 6.9%
pain of more than 2 lines 0.0% 0.0%% (1.6%; 0.9%%

M = the numiber of eyes shudied.

Table 11. Change in Contrast Sensitivity with Glasses After Surgery
Compared to Before Surgery

Yo of Eves With: Davlight Conditions Dim Light Conditions
3 Months 6 Manths 3 Months & Months
(MN=344) (sl (=327} =509
ia—
Loss << % 7.5% 15.9% |$
Mo chanpe B2.0% 85.3% 60.6% 67.0%
Giain 14).8% 7.2% 23.5% 2011%

M is the number of eyas studed

Table 13. Symptoms without Glasses After Surgery
Compared to Before Surgery*
& Months

Comfort Symptoms N Worse Significapily Worse
Burning 276 | /4390 / 0.0\
Dryness 176 | [ 23.6% \ [ 1%\
Excessive Tearing 274 | [ 6% \ [ oo\
Gritty Feeling 276 9.8% 0.7%
Headache 275 d.4%, 0.0%
| Light Sensitivity 275 2000 4.0%
Pain 276 4.0% 0.0%
Redness 276 §.3% 0.7%
Visual Sympioms

Blurring of Vision 270 15.2% 2.5,
ouble Vision 270 Ir.5% 2.9%
Fluctuation of Vision 276 17.8% 4.0%
Glare 276 |\ 185% [ 2
Halos* 275 |\ 120% / \ 6%/
Night Driving Difficuly | 276 | N0.5%/ \ 74

N ig B number of syes studied.
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Change in Eyes' Visual Aculty with Glasses After Surgery Compared with Before
Surgery for Mixed Astigmatism

Change in Visual Acuity with  Time After Surgery

Glasses {Mumber of Eyes Examined)

1 Month 3 Menths 6 Months

(N=161) (M=142} (H=111}
Gain of more than ? lines' 0% 0.7% 0.0%
Zain of 2 lines" 5.0% 4.2% f.3%
Gain of 1 line' 31.7% 35.9% 46.0%
Mo change 52.8% 48.6% 42, 3%
Loss of 1 line” 8.1% 5.9% 4.59
Lass of 2 lines” 1.9% 0.7% 0 0%
Loss of more than 2 lines’ 00 0.0% 0.9%

Much Somewhat No Change Somewhat  Much

Worse Worse Bettar Better
o b
% 4] % n % n n n

@t e Esy o 24

42.3 G0 268 B 14 2

ad.1 w1 127 18 0 o

563 B0 781 37 208 ok
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Table 22: Change in Contrast Sensitivity for Al Eves (N=184)
3 Months 6 Months 12 Maonths
(n=1T8&) (n=17%) (n=10T})
Mo l M Mo
Decrease | Change | Increase | Decrease | Change | Increase | Decrease | Change | Increase
(L] n n n ] n n i m
o e e k] Ve %a e
Bright 25 146 T 17 143 K] 13 E3
il
Gilare 14.0% B2 1.9% 10 T% B0.3% 9.0%% 14.0% T7.6%
Dimn 37 112 29 28 111 3% 17 62
without
Glare 2008% 62445 16. 5% 15.7% 62 4% 21.9% 15.5% 57,085
Dim 34 114 k[ 4 G 4% \ i o4
with
Cilare 19. 1% 64,0% 16.9% 22.5% 50.6% 170 15 1% 5905

http://www.accessdata.fda.qgov/cdrh_docs/pdf/P930016S020b.pdf

STAR S4

Scanni

P930016/S020
Issued March 17, 2005

ng

RE Exci

mer

Laser

and

System with
( V S SNayeSaamWaveFront® System

Table 11
Change in Contrast Sensitivity
(=56}
3 Monihs & Maonths 12 Maonihs
) _(N=86) _(N-30) N=63) ]
ELS LR OE TR B | EAmELE
Fa =] = }/—_\
Bright without Glare 3 75 5 3 ; 7 N
 w | as [ sm2 | 93| 3s 16 | 873 | 10
[ Dimwithow Glare | 6 | 64 | 16 | 4 | : BERR 20
T 70 | 744 | 185 | so0 | ETRICEREE
Dirmn with Glare ) I 67 15 4 7 T
T 47 [ 779 | 174 | s 18 | 587 | 365/
\/

| RE Exci mer

Wa v €

Vari a
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Table 3-76 — Summary of Patient Symptoms: Comparison of Pre-Operative Best-Corrected Vision to
Post-Operative Uncorrected Vision, N=86

3 Months, N=86 6 Months, N=80
Neo Mo
Improve Woarsen Improve Worsen
Symptems Change . NR Change a2 NR
220 | giqy | F22 W22 4 guqy | 22

IR n L n % n Ui n n % n G

Dryness 2 23068 VAN e 186 O 1 13 | 67 838

Blurry Vislon | 11 128([ &1 ™o | 14 163 0 | 17 138 & 775

Fluctuationof | 7 g1 | 73 @as| & 70| 0 | 7 88 | 67 838
Vision

Glare 1300150 6% AR A 93 [ W 175 | 59 738

Halosfround | 13 151 65 756 &8 %3 0 0 | 14 175| 58 725
Lights

Difficulty at 4 279 55 s40| 7 &1 | 0 | 25 33| 50 625
fight With

Glare

Ghaost or ] o4 | T sral 7 a.zr 1 1 127 &4 B0
Dauble

Tab e 3-28 — Summary of Patlent Satisfaction: Comparisen of Pre-Operative Best-Cormected
Vision to Post-Operative Uncorrected Vision, N=86

3 Months, N=86 & Months, N=80
Mo No
Improve Worsen | Improve ‘Worsen
Change Change
-z 2
+212} 1) =2 [+= 2 0+1) i ]

n % lnm % |m %Wln % | n % n/%‘

Sharpness 2 o] er we| 7 81|13 w3 e s 50
and Clarlty

Consistency 17 ME|l &1 ML) 8 93 1.5 188 | &1 J6.3 50
of Vision

Daylight s 208) 53 e74) 10 sl 18 0| sa 725 k 75

Driving )
NightDriving | 26 02| 55 e40| 5 58| 25 33} 50 €25 5\ 63

with Glara

MightWVisten | 37 30| 55 &40 0 00 | 20 33| 51 838| O ; _i

Table 9 — Adverse Events and Complications

Liess thuan
1 Month 1 Manth 3IMonths | 6Months | 9Months | 13 Months
(=86 in=B4] (n=8&) (n=80] (n=69) In=63)
Graatar than |
or agual to 1% n W n % n G n U n L3 i
of eyes had:
Daubde o ghiost a i, 3 14 ¢ 81 4 5.0 2 249 i
Images
Cells growing 0 o 4 4.8 4 4.7 b 15 F 2.5 2
under the flag
Miscreated flap 1 1.2 [ oo &} 0 ] [+X ] 0.0 0
Lrateh an ot i) a0 o | o i} Li14] o 0 o 0o
srface of the eve |
Bloched Blood i} 0.0 G l (1] 0 LiXe] 1T [ 13 0 0.0 o
sl iy the back |
af the eye i |
| ] i




Table 10 — Comparison of Patient Symptoms of Vision Without Glasses
After Treatment Compared to With Glasses Before Treatment

3 Menths (n=86) 6 Manths (n=80}
Mo Mo
Improve Worsen | Improve Waisen
e Change Change
(% of [ of 1% of % of % of (% of
Eyes| Eyes) Eyes) Eyes) Eyes) Eyas)
- - _g—
Dryriess 23% | 7eam | 18s% | 13% | 838w /IS.-J%
Blurry Vision 128% 70,89 16,35 13.8% ??.5%7 8.8%
Huctuation of Veion 2% Bd 5% T 0% H.HH a!.ﬂ%’ 7.5%
Glare 15.1% T58% L.3% 17.5% 738 24.8%
Halos Around Lights 151% 756% 2.3% 17.5% i 5% 10.0%
Diffleylty at Might with 27.5% G4.10% 8.1% 31.3% B15% 6,3%
Clare l
Ghost or Double Images 9.4 824% a.2% 127 B1.0% \a.:m
N

Table 3 — Visual Acuity Without Glasses After Treatment
Compared to With Glasses Before Treatment

| Timo Aftr Treatment 1m a'::f;ﬁh“ Ew ’w 12::3'”“

h “of eyes 2 lines better Ch09% 0.0% 1.3% 0.0 3.2%

: ;-h of eyes 1 line betier 21 4% 1B.6% 13.8% 15.9% 23 8%

- % of eves equal 28.6% 3265 . n%_%\u%

] %o Of @yes 1 iNe wWorse M 28 1.‘;*1.:--' 22.5% 20.0% 14.3
Yo of Byos 2 lines worss ( 9.5% 10.5% 11.3% T.2% 4.5% >
%, of eyes =2 inas worse \wﬁ a,5% 10.0% 4.3% E.ﬂy
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