26

26

H26- - -009

27(2015) 3



@
€

®

@D

26

H26-

-009

#H#

#H#

H

H






26

H26- - -009

CL 18

CL
SoP
SOP
SOP 2 No.10,15
17 2 No.2,10
CCD 10
8 No.3,7,9,10,11,13,15,17
No.4 No.6
CL
Z-Stack TOF-SIMS
CL
26 11 25
CL CL




21 2 4
CL
CL
CL
26 5 22
CL
CL
17 CL
1

CL

21

11

CL

@

No.1-18

@)
2-1.

2-2.

SOP

SOP

SOP



NTHS

Skype
Web Web
2-3.NIHS-SOP
NIHS-SOP
PBS
NIHS-PBS
2-4 .NIHS-PBS

PBS 20+ 0.5 30

NIHS-PBS

®

3-1.

CCD
10
Web

3-2.

28 0428008

o

.20mm
0.20
+ 0.25

I+

0.10mm =
0.10mm

I+

0.015mm
+ 0.010mm

3-3. SOP
SOP
SOP

3-4 .NIHS-SOP NIHS-PBS

TC201

OPTIMEC JCF

x 0.
x 0.1

21

I+

05



17 20
20+ 0.5 NIHS-PBS
NIHS-SOP
SUS
@ d=4.3mm, =3um
@ 5/8
@ d=9mm
VL-50-B
LM-600P
CCD
KEYENCE BZ-9000
KEYENCE VH-8000C 10
“)
OCT
CL
HD-OCT Model 4000
50
Tissue-
TEC OCT
Excilone Bright OTF5000
10um
KEYENCE BZ-9000
10, 20, 40 Z-Stack Molecular
Probes FluoSphere @ d=1um,
Ex=580nm, Em=605nm PBS
2
FT-IR/KBr
KEYENCE
BZ-9000

40 0.1um,
2um X XPS
ESCA3200
/ X
SEM/EDX Bruker
QUANTAX70 EDS
TM3030 Plus
Miniscope 50
TOF-SIMS
TOF-SIMS
Positive i1on mode Ti Fe
ION-TOF
TOF.SINMS 5, Bi,”,
2 , 500um/
Positive Negative ion mode

®)

COl
COl

CL

26 11 27
850 250

(1)  sop
10



No.4,5,9,
14,15, No.1,6,10,13,16
=0
1
100%
~100%
SOP
(2)NIHS-SOP
PBS
8
No. 1,5,6,12,13,14,15,
16
2-1.
No.5,12,14,15 SOP
NTHS-SOP
SOP
No.6 SOP NIHS-SOP
No.1,13,16

SOP NIHS-SOP

2 SOP
No.5,12,14,
15, No.6
SOP
No.16

No.1 6 5

5/6

No.13 3/6
6/6
2-2.
LM-600P
NIHS-SOP
SOP
6 No.5,6,
12,13,14,15 SOP
NIHS-SOP
No.1 No.16 SOP
NIHS-SOP
2
2-3.
No.5 No.15 SOP NIHS-SOP

No.1,6,12,13,14,16
SOP NIHS-SOP

No.12,13,14
SOP NIHS-SOP
No.1,5,6,15,16
SOP NIHS-SOP

SOP



No.5

No.15
SOP
No.1,
6,12,16 No.13
No.14 5/6
3 SOP
No.12,13,14
SOP
No.1,5,6,16
No.15
(3) NIHS-PBS
PBS 20+ 0.5 /30
3-1.
SOP No.2,3,7,8,9,
10,11,17 No.4
No.1,5,6,12,13,14,15,16
SOP NIHS-PBS
No.18  SOP
4
SOP
No.10 4/14
SOP
No.16 4/6

5/6

No.3,7,11 SOP

16,17 SOP

No.13

SOP
No.12
No.13

No.18

1/6

3-2.

No.2,3,4,7,8,9,10,11,17

SOP No.1,

5,6,12,13,14,15,16 SOP

NIHS-PBS
No.18  SOP

4 No.1-17

No.18

3-3.

NIHS-PBS
No.4
SOP
No.1,2,5,6,8,9,10,12,13,14,15,
NIHS-PBS

No.8 No.17



SOP No.2,9,10

SOP
No.1,3,4,5,6,7,11,12,13,
14,15,16 SOP 5)
NIHS-PBS 5-1.
No.18  SOP
5
OCT Z-Stack
SOP 1
No.4 1/6 No.10
2/14
SOP
No.12 5/6 No.14 2/6
No.10 No.15 5-2.0CT
OCT
No.15 )
No.1,16
No.18 )
5 No.4,6,9,10,13,17,
No.2, 3,5,7,11,12,14,15
0.162mm  0.150 ~ )
0.170mm 0.149mm 0.142~0.158mm No.8 , No.18
3 7
(4)NIHS 5-3.
JCF 20
)
17
No.2 No.10 No.1,2,12,16
)
No.2 5/12 , No.10 1714 No.17,
6 No.2,5,11,12
CCD 10 No.4,6,



9,10,13, No.3,7,8,14,15, 18

) 5-5_XPS
XPS 10
No.2,5,8,12,18 4 XPS
8 0(1s) C(1s) C(KLL-1)
No.2 No.12 3 O(KLL-1) N(1s) Si(2s,2p)
. No.5 2
5-4_Z-Stack Ti Fe
Z-Stack
)
No.1,16,18
)
XPS Ti
No.4,6,9,10,17, No.2,3,5,7, Fe 11
12,14,15 )
5-6.SEM/EDX
No.13,
No.11 3 9 SEM/EDX 12
No.18 13
OCT
Tum
SEM
Z-Stack
2 12 EDX
Z-Stack 40 Ti Fe
2um SEM
YA 0.1um
12
20 lum SEM
EDX Ti Fe
15 13
SEM/EDX

3



OCT Z-Stack No.4 2

Fe
No.1l No.16 Pigment Blue 15
Reactive Blue 4
Pigment Yellow 139
3nm
201 205 No.2
Fe
5-7.TOF-SINS
TOF-SIMS
TOF-SIMS 14 No.1,5,8,12,14,16
15
3nm CL
Ti Fe
14 CL
3nm
2
Ti Fe
15 CL
TOF-SIMS
4 2
€y
3nm
No.3,7,9,10,11,13,15,17
No.6 2
Fe Positive ion mode 3

Negative ion mode SOP



SoP
SoP
(€]
SoP
SoP
No.10 4/14, No.15 6/6
No.10 @)
No.15 SoP
NIHS-SOP SoP
2-3
2
@)
No.2 No.10
10
(€))

3-1.

CL
)
(€)
4
4
OCT Z-Stack
(€)) 4)
Z-Stack
nm
CL
5 OCT

@

CL



nm
Z-Stack
SEM
nm
CL
XPS
R FEE 3 Er~10nm
XPS
0.1%~%%
CL
ng/
SEM/ EDX
Ti Fe ppm
SEM/EDX
um
nm
1-3nm
ppb~%% & ppt
TOF-SIMS XPS SEM/EDX
OCT Z-Stack

3-2.
XPS
nm

XPS

XPS

SEM/EDX
No.16

No.1,16

TOF-SIMS

TOF-SIMS

Ti Fe

TOF-SIMS

No.1

SEM/EDX

TOF-SIMS

SEM/EDX

Fe

No.7  TOF-SIMS

TOF-SIMS

TOF-SIMS



No.1 No.16 CL Z-Stack

TOF-SIMS
CL
Z-Stack
TOF-SIMS
€))
SOP
SOP
)
CL
OCT Z-Stack
Z-Stack

TOF-SIMS



=1L EG—E

s SRR EE | sc' | hom | AR BE (3G B |2-Stack AT bl SPamm | Tor-sws
THRABHA, 530 SEM/EDXFRHT
Gandy magic El Dorado 145 89 0133 0.00 AR GS26g111
FUNKY WHIP Innova Vision 140 87 019 000 FATA 1142140918 ‘ 142140426 ‘ 142141022
2WEEK VUETY TAL 14.0 86 0.10 0,00 BIER FCMJGP
EverColor 1day TAL 145 87 010 000 R RF4305/FCTROI
f;”:;i?_(j;f&%_) TAL 140 86 010 000 | fIRE L14113/FOUKPP
Angelcolor Bambi Series FOTHAuRT—9X 142 86 012 000 IR GS14092812
DOLLY POP AQUA HuI4X 145 86 017 000 R N14J230905
Eye coffret 1day =k 140 87 005 000 BB Hi4084
TUF—FHAE 21— F4I7AY | TaLusIuF-Sanyy 142 85 0121 000 * 54 #:[35061601]0300000010 Y A#:35061601 03¢
274—9 PHaba— T4274Y | ZaLUL-ILF-Pavyy 140 83 0,084 -4.00 FsrAl #5:[3611630642]00001402 )R %4 3611630642
L-CON 1DAY POP P 4 142 87 0.10 0.00 EA T13GNAB215
Twinkle Eyes e 145 86 012 0.00 FAEH 00V104240C
Rodeo PINKY DEVIL Ultra Big Series Fa—asgsrLa X 147 89 - 0,00 R DD61I114 DD66a214 -
FRESHLOOK DAILIES B&7Lav 138 86 0.136 0.00 EA5 = NO224682
tutti VANITY Rich EFa—#L—ar 148 86 014 000 F 514 #:8D86  JR%:BDE6 SNOOSE
TeAmo E—Y—IX 145 88 013 000 IR E05140923040
NATURELLE Hanh 142 86 009 000 F5r=A F:W32052613 RS :W32052612
Fa—bEa— A=A+ 140 86 012 0.00 EZ3=:0] 3140914

E+EIREEERR) BREEE I REMPERERUATRIE TILLXEFLOHMETL

fBG:AR—RAh—T

2. Z-StackBHTIZKVBIEL-ZEHRBDLUOXARAILDERBIERE

| AEAD [Wip | ewme [N AENAD [ W00 | emme
1 57 5.7 LY XH 10 -7 -0.7 RE iR
2 1 0.1 RE TR 1 -16 -1.6 Lo X5
3 -6 -0.6 REHE 12 -10 -1 Rl il
4 -8 -038 REFE 13 -30 -3 Lo X5k
5 -2 -0.2 RE TR 14 -12 -1.2 KTl
6 -10 -1 REFHE 15 -1 -0.1 REfHiE
7 1 0.1 RE{HE 16 43 43 LY xR
8 -1 -1 RE (TR 17 -10 -1 RE TR
9 -9 -09 RE TR 18 18 18 LY XA




$<3. SEM/EDXfRHT#5 R

";ﬂ, 7( axm BRRHOER ",ﬁ 7( axm BERHOERE
REHE | Fe i s cl REHR | Fe Ti S cl
1 ERNE ] x x x x x 10 ER ] o x o x o
2 AR ar x A x A 1 ARA [e] o x x [e]
3 ARA o o [e] x [¢] 12 AR A x x x x
4 ESNE] o o o x x 13 EReR o o x x x
5 AR o IN o x x 14 A o e} o x x
6 ESNA ] ¢} o x x x 15 AR o x x x o
7 AR o x o) x [e) 16 EFNA x x x x x
8 IR n x A x x 17 EINE] [e] o x x x
9 ESNE ] o o o x o 18 AR o x ¢} x o
HATRE—SEHBRESNDN . REHGRIETIELTERHTHR
#4. TOF-SIMSRHTHER
LY | gam |BREMO RSN BRI LR | pam |BREHO BN BRMS
No. HE (B #Re) No. HE (IR &R
1 EFN ] x - 10 ESE o Ti (#8£), Pigment Blue 15 (R4)
2 AR x Fe (21K)" 1" R o Fe ()
3 AR o Ti (F4BR), Fe (FiBE) 12 FR x -
4 ESS ] A Fe (£4K)", Pigment Blue 15 (18%) 13 EE ] ¢} Fe ()
5 AR x - 14 R x -
6 FEA A Fe (£48)", ZILKUBE 15 AR o Pigment Yellow 139 (FR4 )
8 ARG x - 17 ESNE] o Fe ()
o | #sem I I A S Eg‘ %%%i%%};éﬁ%ﬁi%%%;{ AR aL i,

RS BRBERITEDORFH

BHFED
n 8 R A& TR ERER | AIERE | FEDOER b |
DHIE
OCTH#iZ El274: - x REETZE
Z-StackfZ4T El373::4 - x REETE
Y/ MR IR - x RIGETE
SEM/FSREHRER IR - x FEELDATEEM
XPSHEHT R #Hnm~10nm x BETR
SRR SEM/EDXfRHT iR Tum x BERENEDFEBOFESEBA TS
TOF-SIMSZAT ik 1-3nm o BAFREOESOHEN TR AT




0.4 0.5
=0 =0
T Q.25 ereeeeseeaee e
.
- .
! :
. . . L] - []
0 (] . . (] 0 . - - . - -
] H T . . . . 1
. ' [ ! . . .
.
S SO T T
-0.4 -0.5
1 4 5 6 9 10 13 14 15 16 1 4 5 6 9 10 13 14 15 16
0.6 150 % =0
BC =0 =+100%
o T PO
]
: L]
0.2 50 : . ' .
. i H
0 .
0 : !
: . H
02 50 | * .
' :
'
o4 T
06 . . . . . . . . . . -150
1 a4 5 6 9 10 13 14 15 16 1 4 5 6 9 10 13 14 15 16
04 -0 057 =0
.25 eseereeseeaseaesssenssssensaes e s e sen s R nn s en s enns e
. . . : . .
[] . . . . . . .
0 H 1 . LR . . . H . H
1 0 i *
.
0.2 e ' ...................................
0.4 T T T T T T T ] -0.5
1 ] ] 13 B | 16 1 16
0.6
BC =0 PBS
04 |
BC JCF
JCF VL-50B
LM-600P
L] 3
0 ] H . 1
o ! SOP
0.2 dereeerrneee e Bttt sop
-0.4 3
.
06 . . . : . . . .
1 . . 13 . . 16 SoP SOoP

2. NIHS-SOP BC



700
600
500
400
300
200
100

-100
-200
-300

0.4

0.2

-0.2

6/6

13

14

3. NIHS-SOP

[ | 16

4/14 @

-0.4

0.4

0.2

-0.2

100 se DR EN 12131

BC

15 16 [[] 18

-0.4

-0.6

4. NIHS-PBS

500

400

300

200

100

-100

-200

-300

15

0.25 -

ceed
.

XXX

NIHS-PBS

12 13 14 15 16

18

ISO

BC JCI

E

LM-600P

PBS/20=%05 /30

VL-50B

SOP




600.0 . 500.0
H
£
500.0 H £ 400.0 €
- E l g
400.0 . N
g 300.0 b
300.0 e
200.0
200.0
Q000 -bemeeemeemeesmeesmeesseeesseesseeesseesseee Qe eee s seen e een e eneeenneeen
100.0 i l - I
0.0 00 w ! ' L 1 '
i, ' H
100.0 1000 eees L S T
2000 +————F——————F——————————— 2000
12 5 6 5 9 10| 12 13 14 15 16 17 18 1 3456 7 Bunuwssl s
SOP SOP
SoP SOP
5. NIHS-PBS
No.2 (5/12 No.10 (1/14

6. No.2 No.10 7. 0CT
) CCD 10



REIFFE

_—w 'v.f .

TL—71 o JIL—71 -
KEMSHMAIIZ MK LN

N T . M A >4  ”

JIL—7I e TGL—TNV .

8. AFHEMBEHRREGDSE (T IL—T I, EXAIBRLFET HEERS])

139/241 B 82/241 I
5. 7umMiER

139-82=57

90487

148/193

9. Z-StackfZHTER D 555



LLLLLLL

5
i
£ o 0 a0 0 5

10. xpsx&’yHLG)Q&J&TVFMEE‘%E’W X11. Ei%klﬁ‘](;‘%ﬁiéﬁf:v/?@XPs
FIAILY TR ARG L

SEMEI{§ FewyELY TivyELY SEME{§ FewwEYY TivyELY

EEW)

12. SEM/EDXfRATIZ 51+ 5 E B9 77 15 14451 13. SEM/EDXfRATIZ (12 M B 7 fE 14451

x10? i x10° N
i J e
12 1 _ 101
2 2 ‘ N
g 10 S 08 }w
808 | g 05\ I'
Z 06 - } | " CiH
c € 04 [ CHO"
$ 04 | s | \ \ /
= 02 I\ =02 | !
\
™, / o, " -
S S—— O Ny K
4785 4795 4805 48.15 5595 56.00 56.05 s T s, Fer
Mass (u) Mass (u) NG 1,TC: 204304003 NC: 17, 7C: 4.1350+004

X 14. TOF-SIMSHEHTIZ 125 H B 7 5 14451



BIERZD BIERLEQ

——
e
—_—
L
=
ey count)
£
o E +—3
*%—iA
v -
H
o
%{n 3
=
—
=
3
intensily (counts)
%
=
=
S

:
i 2 N

. . = w TR T T
AEERD BEEEQ Mass (0} Mass (1)

;n i g: | i o o 5 ‘i: |
-gm Z,:i“ [) | | é‘” l «! gj: <Jes |
osff| i | I s | fu / \
Pl 7L L Tl L

s 7o 8o asrs o o8
AEEED AIEBEHQ Mass 1) Mass ) ass 1) Vs ()

&15. TOF-SIMSHRATIZ 35175 BB f 7 FE 14451



26

H26- - -009

FDA

FDA

21

Contact Lens
FDA

11

Decorative

1. FDA

Dr. Malvina Eydelman (Director,
Division of Ophthalmic, Neurological
and Ear, Nose and Throat Devices,
Center for Devices and Radiological
Health, Office of Device Evaluation)

CONTACT LENS MICROBIOLOGY
WORKSHOP
2014 9 12
FDA
FDA

Lunch time



FDA

Bernard Lepri OD, MS, Med US Food and
Drug Administration, Center for
Devices and Radiological Health,
Office of Device Evaluation Division
of Ophthalmic and Ear, Nose, and
Throat Devices Don, Calogero
(FDA, Biomedical Engineer)

2. CONTACT LENS MICROBIOLOGY WORKSHOP
1.

in vitro
Soil

FDA

Bernard Lepri OD, MS,
Med, Don Calogero 2

FDA

Bernard Lepri FDA

FDA

FDA

Workshop
FDA
American Academy of
Ophthalmology, Association of Research
and Vision for Ophthalmology
Ophthalmology Future Forum

FDA

FDA4



FDA



CONTACT LENSMICROBIOLOGY WORKSHOP

REVAMPING MICROBIOLOGICAL TEST METHODS

FOR CONTACT LENSES, PRODUCTS, AND

ACCESSORIES TO PROTECT HEALTH AND ENSURE

SAFETY

AGENDA

FRIDAY, SEPTEMBER 12, 2014
8:00 AM - 4:30 PM

MORNING

7:30

8:00

8:05

8:10

8:15

8:20

8:25

8:35

Meeting Materials Pick-up

Welcome - FDA Leadership

Welcome - American Academy of Ophthalmology

Welcome - American Academy of Optometry

Welcome - American Optometric Association

Welcome - Contact Lens Association of Ophthalmologists, Inc.

Regulation of Contact Lenses and Associated Care Products, Denise
Hampton, PhD (FDA)

Preclinical Test Methods for Contact Lenses and their Care
Products, Jeffrey Brocious, MS (FDA)



8:45 History & Rationale for the Panel of Test Organisms for Contact Lens Care
Products, Ralph Stone, PhD

PANEL #1: Emerging Pathogens in Contact Lens-Related
Keratitis

Moderator: Loretta Szczotka-Flynn, OD (AAO). Panelists: Suzi Fleiszig, OD, PhD,
Michelle Callegan, PhD, Mark Willcox, PhD, Jennifer Cope, MD, MPH
(CDCQC), Eduardo Alfonso, MD.

8:55 Causes of Contact Lens-Related Infectious Keratitis in the US: Historical
Trends and Emerging Pathogens, Jonathan Yoder, PhD

9:10 International Patterns of Contact Lens-Related Infectious Keratitis, John
Dart, MD

The Potential Impact of Environmental Changes on Clinical Acanthamoeba
Keratitis, Elmer Tu, MD

9:25 Panel Discussion--Question #1
9:40 BREAK
10:25

PANEL #2: Role of Soil in Disinfection Efficacy Testing of
Contact Lens Care Products

Moderator: Michael Duenas, OD (AOA). Panelists: Carol Lakkis, PhD, Suzi Fleiszig,
OD, PhD, Michelle Callehan, Mark Willcox, PhD, Ralph Stone, PhD

Definition of Organic Soil and the Relevant Components of an Artificial Tear
Model, Mark Willcox, PhD

10:40 Measuring the Efficacy of Organic Soil Removal, Joseph Hutter, PhD
(FDA)



10:55 Incorporating Organic Soil in the Preclinical Testing of Contact Lenses
and their Products: Historical Perspective & Current Methods, Scott
Steffen, PhD (FDA)

11:10 Panel Discussion--Question #2

11:25

AFTERNOON
12:15 LUNCH

PANEL #3: Acanthamoeba: The Organism and Testing Methods

Moderator: Deepinder Dhaliwal, MD (CLAO), Panelists: Donald Ahearn, PhD,
Simon Kilvington, PhD, Elmer Tu, MD, Ralph Stone, PhD, Mary Mowrey-McKee,

1:15 Acanthamoeba Keratitis: Biology of the Organism and Host
Factors, Donald Ahearn, PhD

1:30 Disinfection Efficacy Test Methods for Acanthamoeba, Daniel Fedorko, PhD
(FDA), Simon Kilvington, PhD

2:00 Panel Discussion Questions #3-6
4:00 Closing Remarks
American Academy of Ophthalmology
American Academy of Optometry
American Optometric Association
Contact Lens Association of Ophthalmologists, Inc.
FDA
ADJOURNMENT

4:30
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Bernard Lepri OD, MS, Med US Food and Drug Administration, Center for Devices
and Radiological Health, Office of Device Evaluation Division of Ophthalmic and Ear,
Nose, and Throat Devices Don, Calogero (FDA, Biomedical Engineer)

FDA Decor ative CL
FDA: 2014 9 12

1.

1) FDA

2)

3) Decorative CL

FDA
Optometry
Decorative SCL FDA

2. FDA
FDA

CFSAN:
CDER:
CBER:
CTP:
CDRH:
CVM
NCTR:

CDRH

Dr. Denise Hampton



3. CDRH

CDRH
CDRH
4.
FDA
. I: General Controls
. II: General and Special Controls (510(k))
. III: General Controls and Premarket Approval (PMA)
5.
3

1)
2) Medwatch
3) MedSun
1)

FDA FDA

Investigational Device Exemption phase

III



2) MedWatch
MedWatch  FDA
FDA

MedWatch

2)-a

2)-a-1 FDA

2)-a-2 FDA

FDA

3) MedSun
MedSun  MedWatch

FDA MedSun

MedSun

FDA

FDA

250



» Net

» KidNet

» Net

» Net
MedSun

MedSun  FDA

MedSun

FDA
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CDRH

FDA

54%

FDA

3800
90%
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11. Classll Ophthalmic Devices
Class II, 510(k)

Fax
?
(BCVA) ?
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12.
1971 FDA

CL

13. CL

» 68%
» 33 3

» 80% SCL'

» >50% 1 to 2-week :

» 15% SCL'

» 48% 2
' American Optometric Association;” Blue Book of Optometry; *Mark W.
Swanson .A Cross-Sectional Analysis of U.S. Contact lens User Demographics.
Optom and Vis 2012 :(89, 6) . 839-648.

2/3 32.7 3800 80% CL,
15% SCL.50% 1~2 48%
2003 8
14.
» 2006:
» 2007:
FDA

2006 2007 2



2 MPS

15. CL FDA
2 CL CL
FDA FDA FDA
CL
1990
FDA
2008: Ophthalmic Advisory Panel Meeting'
» CL

"http:/twww.accessdata.fda.gov/scripts/cdrhlctdocs/cfAdvisory/details.cfm?mlg=699
2009: CL Care Product Microbiology Workshop

»Acanthamoeba CL critical test method
parameters
» critical elements

2008-2013: Research
2014: Ophthalmic Advisory Panel Meeting
»

»

FDA
2008 6 CL Ophthalmic Advisory
Panel Meeting 2009 1 2
FDA
1994 1997
16. CL FDA

CL FDA



FDA Eye and Contact Lens 2012 11
FDA CL

FDA SCL
FDA

-1
'Guidance for Industry and Food and Drug Administration Staff- contact Lens Care
Products Labeling
Document issued on: Augusl15, 20 10.
http;www.fda.gov/Medical Devices/Device Regulation and

Guidance/GuidanceDocuments/ucm223663.htm

CL CL
CL
CL
2010
CL
2

MPS CL



Note:

FDA
CL FDA CL
FDA FDA Consumer Publications Medscape and
WebMD CL Decorative CL( CL)

. CL
FDA and YOU, Issue #10-Spring/Summer 2006

FDA Consumer Health Information, May 29, 2007
* Advanced Medical Optics

Maturity Health Matters, Issue #6- Summer 2007
* FDA CL

FDA News Release, June 16, 2009
*CL

FDA website! For Consumers, June, 2009

CL
* FDA Consumer Publications
» CL Kids & Contact Lenses - Sept. 2012

* MedScape/WebMD Interviews
» Decorative Contact Lenses: Truly Frightening - Oct. 2012
» Contact Lenses: The Risks You Need to Know - Oct. 2012
» CL - Nov. 2012



* FDA and YOU, Issue #10-Spring/Summer 2006
» Contact Lens Solution Linked to Serious Eye Infection
* FDA Consumer Health Information, May 29, 2007
» Recall : Complete MoisturePlus CL Solution
* FDA and YOU, Issue #10-Spring/Summer
» 2006 Contact Lens Solution Linked to Serious Eye Infection
* Recall: Complete MoisturePlus CL Solution
» FDA Consumer Health Information, May 29, 2007
* Maturity Health Matters, Issue #6 - Summer 2007
» Advanced Medical Optics Voluntarily Recalls Complete
MoisturePlus Multipurpose CL Solution
* FDA News Release, June 16, 2009
» FDA Taking Steps to Improve CL Safety
* FDA website/For Consumers, June, 2009
»Ensuring Safe Use of CL Solution

( )
Eye and Contact Lens (November 2012 Issue)

Material Pro Th Predict Pr eN ivkf rilin H rel n Len Green JA, Phillips KS. Hitchins
VM. Lucas AD. Shoff ME. Hatter JC. Rorer EM, Eydelman MS.
Im act of on Lena Materials on Multipurpose Lens Solution
Disinfection Activity Against Fusarium solani cr evet CR.
Chaput MP. Silverman MD, Striplin M. Shoff ME, Luca s AD, Hitchins VM,
Eydelman MS.
Activity against Staphylococcus aureus.
Shoff ME. Lucas AD. Brow n IN, Hitchins VM, Eydelman MS.
Strait utilize Condition In Multi-Purpose Lens Solution Against Acanthamoeba.
Shoff M, Eydelman MB.
Proposed Silicone Hydrog el ContactLens syrouprn~svstem for Lens Care Product
Compati ibtvTestmg . Hutter JC, Green JA. Eydelman MS.
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Contact Lens Website Updates1

"http://wwwl. fda gov/MedicalDevices/Products and MedicalProcedures/Ho

meHeallhandConsumer/ConsumerProducl Contact lensesldefaull.htm

Medwatch

17. FDA
» 1994 CL Daily Wear Contact Lenses
» 1997 CL Contact Lens Care Products
* August 15,2010
» FDA -CL

1994 CL 1997 CL
2010 FDA CL
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18. Decorative Contact Lenses: Safety Concerns ( CL: )
FDA
CL Decorative/Cosmetic Contact Lenses

FDA CL OTC over-the-counter sale
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Office of Device Evaluation CL
CFSAN - the Center for Food Safety and Applied Nutrition CL
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4. CL
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6.
- Website
J CL webpage CL »

http://www.fda.gov/contactlenses

» http://www.fda.gov/decorativecontacts

The FDA CL website CL
CL
1 CL
CL
FDA —

Office of Communications, Education and Radiation Programs
CL

CL

* FDA Consumer Update article, " CL
an

( http : //www.fda.gov/ForCosumers/CosumerUpdates /ucm275069.htm) .
* FDA Consumer Update article, " CL

"

(http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm048902.htm)

CL FDA



FDA Consumer Magazine

° n CL n
(http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm18769.htm)

iPads,
- Social Media
*2012
Twitter
» Twilight Conferences ( ), ComicCon, Hunger Games , Chicago
Comic & Entertainment Expo, Anime Boston
. Want to look like your favorite
vampire? See an
eye doctor before buying costume/fashion lenses.
@twLtour, #twilight Link to flyer @twLtour, #twilight

@c2e2#c2e2
Don't risk your eyesight! See an eye doctor before buying costume/cosplay lenses . Link
to flyer (@c2e2#c2e2

FDA 2012
Twilight Conferences

Hunger Games
FDA CL



»U.S. Immigration and Customs Enforcement (ICE) Department of
Homeland Security (www.ICE.gov)

. US Customs and Border Patrol

* Intellectual Property Rights Center (www.IPRCenter.gov)

»FBI and the U.S. Postal Inspection Service

David V. Aguilar. “ CBP
CL

The FBI (Federal Bureau of Investigations) U.S. Posta I Inspection Service (
) IPRCenter(Intellectual Property Rights Coordination Center)

FDA's Office, ICE's HSI, and CBP

CL
. Medwatch
» http://www.fda.gov/Safety/MedWatch/default.htm
*CL the Office of Compliance

»http://www.fda.gov/Safety/ReportaProblem/ConsumerComplaintCoordinators/defau
It.htm

* Optometry

. Optometry

CL Medwatch
CL the Office of Compliance
CL

Optometry



Safety Links
FDA
* Patient Safety News www.fda.gov/psn
* Public Health Notifications
ww.fda.gov/cdrh/safety.html
* One Pagers- New Device Approvals
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cftopic/mda/mda-list.cfm?list+1
» Websites:
Contact lenses www.fda.gov/cdrh/contactlenses/
LASIK- www.fda.gov/cdrh/lasikl
Phakic IOLs * http://www.fda.gov/cdrh/phakic/
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407 174 157 76
233
19 89
15 0.5% 0.6% 0.4% 0.0% 1.3% 0.0% 0.0%
15 20 14.3% 6.9% 19.7% 13.4% 32.9% 0.0% 18.0%
20 30 47.2% 32.8% 57.9% 59.9% 53.9% 63.2% 58.4%
30 40 25.1% 36.8% 16.3% 19.1% 10.5% 31.6% 16.9%
40 50 11.5% 19.5% 5.6% 7.6% 1.3% 5.3% 6.7%
50 60 1.5% 3.4% 0.0% 0.0% 0.0% 0.0% 0.0%
60 70 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
70 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
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232 158 (53 21
74
18 16
15 2.2% 2.5% 1.4% 0.0% 4.8% 0.0% 0.0%
15 20 16.4% 8.9% 32.4% 28.3% 42.9% 22.2% 31.3%
20 30 41.4% 38.0% 48.6% 50.9% 42.9% 61.1% 56.3%
30 40 19.4% 24.1% 9.5% 11.3% 4.8% 5.6% 12.5%
40 50 14.7% 19.0% 5.4% 5.7% 4.8% 11.1% 0.0%
50 60 4.7% 6.3% 1.4% 1.9% 0.0% 0.0% 0.0%
60 70 0.4% 0.6% 0.0% 0.0% 0.0% 0.0% 0.0%
70 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
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18

16

17.7%

25.9%

0.0%

0.0%

0.0%

0.0%

0.0%

82.3%

74.1%

100.0%

100.0%

100.0%

100.0%
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813 347 314 152
466
38 178
38.9% 30.5% 45.1% 54.1% 26.3% 89.5% 52.8%
30.4% 58.5% 9.4% 12.7% 2.6% 10.5% 9.1%
19.4% 5.2% 30.0% 15.9% 59.2% 0.0% 23.6%
1.0% 0.0% 1.7% 2.5% 0.0% 0.0% 2.2%
6.9% 0.6% 11.6% 12.1% 10.5% 0.0% 9.0%
2.7% 5.2% 0.9% 0.6% 1.3% 0.0% 1.1%
0.7% 0.0% 1.3% 1.9% 0.0% 0.0% 2.2%




464 316 (106 42
148
36 32
40.0% 36.7% 47.3% 47.2% 47 .6% 72.2% 56.3%
43.1% 54.4% 18.9% 24..5% 4.8% 27.8% 6.3%
11.6% 7.0% 21.6% 17.0% 33.3 % 0.0% 25.0%
0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
3.9% 1.3% 9.5% 9.4% 9.5% 0.0% 12.5%
1.7% 1.3% 2.7% 1.9% 4.8% 0.0% 0.0%
0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
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42.3%

73.0%
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47 .4%

31.5%

57.7%

27.0%

80.7%

71.3%

100.0%

52.6%

68.5%




232 158 3 21
74
18 16
65.1% 81.0% 31.1% 35.8% 19.0% 61.1% 18.8%
34.9% 19.0% 68.9% 64.2% 81.0% 38.9% 81.2%




407 174 157 76
233
19 89
15.1% 28.5% 5.2% 7.6% 0.0% 10.5% 10.1%
25.2% 38.6% 15.2% 22.0% 1.3% 23.7% 22.5%
3.9% 7.5% 1.3% 1.3% 1.3% 5.3% 1.1%
39.7% 23.6% 51.7% 54.5% 46.1% 57.9% 52.2%
12.% 0.6% 22.1% 12.1% 42.8% 0.0% 11.2%
2.0% 0.6% 3.0% 1.3% 6.6% 0.0% 2.2%
0.5% 0.3% 0.6% 0.6% 0.7% 0.0% 0.0%
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232 158 (53 21
74
18 16
28.4% 35.4% 13.5% 13.2% 14.3% 22.2% 6.3%
26.3% 32.9% 12.2% 15.1% 4.8% 27.8% 12.5%
6.0% 7.0% 4.1% 5.7% 0.0% 11.1% 0.0%
30.6% 23.4% 45.9% 52.8% 28.6% 33.3% 75.0%
6.9% 0.6% 20.3% 7.5% 52.4% 0.0% 6.3%
0.9% 0.6% 1.4% 1.9% 0.0% 0.0% 0.0%
0.9% 0.0% 2.7% 3.8% 0.0% 5.6% 0.0%
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649 258 264 127
391
28 152
2.8% 3.9% 2.0% 1.5% 3.1% 0.0% 1.3%
15.1% 20.5% 11.5% 11.7% 11.0% 21.4% 9.9%
11.1% 10.5% 11.5% 9.1% 16.5% 10.7% 9.9%
27.9% 29.5% 26.9% 29.2% 22.0% 28.6% 27.0%
14.5% 20.5% 10.5% 6.1% 19.7% 10.7% 6.6%
9.2% 5.8% 11.5% 14.8% 4.7% 14.3% 13.8%
1.8% 1.6% 2.0% 2.3% 1.6% 0.0% 2.6%
0.3% 0.0% 0.5% 0.8% 0.0% 0.0% 1.3%
0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
0.1% 0.0% 0.0% 0.3% 0.0% 0.0% 0.0%
0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
1.2% 0.0% 2.0% 0.8% 4.7% 0.0% 0.0%
0.3% 0.4% 0.3% 0.4% 0.0% 0.0% 0.7%
16.0% 7.8% 21.5% 23.9% 16.5% 14.3% 27.7%
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649 258 264 127
391
28 152
23.3% 23.3% 23.3% 23.1% 23.6% 39.3% 24.3%
24.8% 17.1% 29.9% 28.0% 33.9% 3.6% 28.3%
1.2% 0.8% 1.5% 1.1% 2.4% 0.0% 0.0%
10.9% 13.6% 9.2% 8.7% 10.2% 14.3% 7.2%
6.3% 8.1% 5.1% 4._5% 6.3% 10.7% 3.3%
1.1% 0.4% 1.5% 0.4% 3.9% 0.0% 0.7%
1.4% 1.6% 1.3% 1.1% 1.6% 0.0% 1.3%
0.2% 0.4% 0.0% 0.0% 0.0% 0.0% 0.0%
5.9% 4.7% 6.6% 5.7% 8.7% 0.0% 5.3%
0.9% 0.0% 1.5% 2.3% 0.0% 0.0% 2.6%
13.9% 19.4% 10.2% 14.0% 2.4% 14.3% 13.8%
0.5% 0.4% 0.5% 0.8% 0.0% 0.0% 1.3%
0.5% 0.0% 0.8% 0.8% 0.8% 0.0% 1.3%
8.6% 10.5% 7.4% 8.0% 6.3% 17.9% 9.2%
0.5% 0.0% 0.8% 1.1% 0.0% 0.0% 0.7%
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649 258 264 127
391
28 152

33.4% | 3.9% | 52.9% 49.6% 59.8% 7.1% 55.3%
12.8% 0.0% 21.2% 22.0% 19.7% 3.6% 19.7%
13.7% 0.0% 22.8% 22.3% 23.6% 3.6% 21.1%
25.7% 1.6% 41.7% 40.5% 44 1% 0.0% 44 . 7%
2.3% 0.0% 3.8% 4.2% 3.1% 0.0% 3.9%

14.5mm
1.7% 0.0% 2.8% 3.4% 1.6% 0.0% 3.9%

8.4mm
0.9% 0.4% 1.3% 1.5% 0.8% 0.0% 0.0%
0.5% 0.0% 0.8% 0.8% 0.8% 0.0% 0.0%
3.3% 2.0% 4._3% 3.4% 6.2% 3.6% 3.9%
10.0% | 11.2% | 9.2% 10.6% 6.3% 3.6% 8.6%
2.2% 0.0% 3.6% 4.2% 2.4% 3.6% 1.3%
0.9% 0.4% 1.3% 1.5% 0.8% 0.0% 1.3%
1.8% 1.9% 1.8% 1.9% 1.6% 3.6% 0.0%
8.6% 10.1% 7.7% 9.1% 4.7% 3.6% 5.6%




2.2% 1.9% 2.3% 2.7% 1.6% 3.6% 0.0%
0.3% 0.8% 0.0% 0.0% 0.0% 0.0% 0.0%
57.6% | 72.9% | 47.6% 47 7% 47 2% 71.4% 40.1%
27.1% 31.0% 24..6% 24.2% 25.2% 28.6% 26.3%
10.9% 12.0% 10.2% 9.8% 11.0% 32.14 7.9%
8.5% 8.1% 8.7% 8.0% 10.2% 21.4% 2.6%
22.8% 31.0% 17.4% 17.0% 18.1% 7.1% 15.1%
11.6% 13.6% 10.2% 10.6% 9.4% 0.0% 9.9%
9.3% 14.4% 5.8% 6.0% 5.5 3.6% 5.2%
16.5% | 19.0% | 15.2% 14 _8% 15.0% 21.4% 15.1%
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464 316 42
148 (106
36 32
5.8 1.3%| 15.5%| 17.0% 11.9% 0.0% 31.3%
1.9% 0.0% 6.1% 6.6% 4.8% 0.0% 3.1%
0.6% 0.0% 2.0% 0.9% 4.8% 0.0% 0.0%
3.0% 0.6% 8.1% 9.4% 4.8% 0.0% 18.8%
0.4% 0.0% 1.4% 1.9% 0.0% 0.0% 0.0%
14.5mm
0.4% 0.0% 1.34% 1.9% 0.0% 0.0% 6.3%
8._4mm
0.4% 0.6% 0.0% 0.0% 0.0% 0.0% 0.0%
0.2% 0.0% 0.7% 0.0% 2.4% 0.0% 0.0%
0.9% 0.0% 2.7% 1.9% 4.8% 0.0% 6.3%
8.4%| 9.5%| 6.1% 8.5% 0.0% 0.0%| 12.5 %
0.2% 0.3% 0.0% 0.0% 0.0% 0.0% 0.0%
0.9% 0.9% 0.7% 0.9% 0.0% 0.0% 0.0%
0.4% 0.3% 0.7% 0.9% 0.0% 0.0% 0.0%
6.9% 7.4% 4.7% 6.6% 0.0% 0.0% 6.3%




0.9% 0.0% 2.7% 3.8% 0.0% 0.0% 6.3%
0.4% 1.2% 0.0% 0.0% 0.0% 0.0% 0.0%
37.1%)| 40.5% | 30.4%| 36-8% 14 3% 19.4% 31.3%
14.0% 16.0% 7.4% 10.4% 0.0% 8.3% 6.3%
1.7% 2.4% 0.0% 0.0% 0.0% 0.0% 0.0%
3.9% 3.6% 4.1% 5. 7% 0.0% 0.0% 12.5%
14.2% 15. 4% 13.5% 15.1% 9.5% 5.6% 0.0%
7.5% 1.4% 5. 4% 7.5% 0.0% 11.1% 0.0%
8.4% 9.2% 6.8% 7.5% 4.8% 0.0% 12.5%
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