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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

FOOD AND DRUG ADMINISTRATION 
DISTRICT ADDRESS AND PHONE NUMBER 

19701 Fairchild 
,Irvine, CA 92612 

(949) 608-2900 Fax: (949) 608-4417 
NAMEANDTIll.EOF INO!VlOUAl TOWHO.'d REPOOTISSUED 

. TO: Richard A. Meier, COO/CFO/President of Eye Care 
ARM NAME 

Advanced Medical Optics, Inc. 
cm', STATE, ZlPCODE, COUN1RY 

Santa Ana, CA 92705-4933 

questions, please contact FDA at the phone nnmber aud address above. 

reqUirements. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED' 

OBSERVATION 1 

suggests that a marketed deviee may have caused or contributed to a death or serious injury. 

a) Complaints referencing a diagnosis ofAcanthamoeba keratitis: 

Complaints # 61130/31131; date aware 2/28/06 
Complaint # 68786; date aware 5/29/06 
Complaint # 65138; date aware 4118/06 
Complaint # 76379; date aware 8/31/06 
Complaint # 82755; date aware 11/14/06 
Complaint # 83286; date aware 11/20/06 
Complaint# 83458; date aware 11117/06 
Complaint # 83616; date aware 11122/06 

Complaiut # 66614, date aware 515106 
Complaint # 83854, date aware 11127/06 
Complaint # 69062, date aware 6/2106 

IMw~
SEE REVERSE 
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FOR1\UDA483 (04lil3) PREVIOUS EDmON OBSOLEl'R 

DA1E(S) OF INSPECTION 

OS/29/2007 - 06/25/2007* 
FE! NUMBER 

3003843509 

STREET ADORE::;s 

1700 E Saint Andrew Pi 
TYPE ESTABLISHMENT lNSPECTED 

Initial Distributor, Manufacturer, 
Specification Developer 

This document lists observations made by the FDA representative(s) during d,e inspectiou ofyour facility. They are inspectional 
observations, aud do not represeut a final Ageucy determination regarding yonr compliauce. !fyou have an objection regarding au 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative(s) during the inspection or snbmit this infonuation to FDA at the address above. !fyonhave auy 

The observations notedin this Fonn FDA-483 are not an exhaustive listing ofobjectionable conditions. Under the law, your 
/11m is responsible for conducting intemal self-audits to identify andcorrect any andall violations ofthe quality system

( 

An MDR report was not submitted within 30 days ofreceiving or otherwise becoming aware of information that reasonably 

Specifically, the following complaints were not reported to FDA according to the time line established by the firm and FDA 
(Reports for events ofserious injury to be submitted within 30 days following the end ofthe calendar quarter): 

r 

b) Complaints referencing "eye iufections" and medical intervention associated with Serratia mareescens: 

DATEISSUEO 

06/25/20077v-).l ./
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
 

FOOD AND DRUG ADMINISTRATION
 
OATG(S) OFlNSPEcnoNmSlRlGTADDRESS AND PHONE NUMBEtt 

19701 Fairchild OS/29/2007 - 06/25/2007* 
FBNUMBERIrvine, CA 92612 , 

(949) 608-2900 Fax: (949) 608-4417 3003843509 
mME. AND TITLE OF JNONlDUAl. TO WHOM REPORT ISSUED 

. TO~" Richard A. Meier, COO/CFO/President of Eye Care 
FlRMmME. STReET ADDRESS 

1700 E Saint Andrew PIAdvanced Medical Optics, Inc. 
CITY, STATE, ZIP coDE. COUNTRY TIPS ESTABUSHMENT INSPECTED 

Santa Ana, CA 92705-4933 Initial Distributor, Manufacturer I 

Specification Developer 

OBSERVATION 2 

Not all data from quality'data sources are analyzed to identifY existing and potential causes ofnonconforming product and 
other quality problems. 

Specifically, records for the following complaint investigations were incomplete in that: 

a) The investigations for complaint numbers 61130 and 61131 reference patients diagnosed with Acanthamoeba keratitis 
infections. Microbial evaluations ofthe returned complaint units were found to indicate the presence ofprotozoans; however 
the type ofprotozoans w~re not identified. Additionally, retained samples were not tested using the same method as the 
complaint units. 

b) Investigations for complaint numbers 66614, 83854, 69062 and 90216 reference returned complaint units the firm
 
determined to be positive for Serratia marcescens. The amount ofbacteria in each complaint unit was not quantified. The
 
finn did not isolate the bacterium and test it against retained units to support whether each lot was effective against Serratia
 
marcescens.
 

c) Investigations for complaint numbers 69062, 90216 and 83286 did not determine the type (Jf material composition of 
contact lenses worn by the complainant. 

OBSERVATION 3 

Corrective and preventive action procedures addressing implementation and recording of changes in methods and procedures
 
to correct and prevent identified quality problems were not implemented.
 

Specifically, the firm did not follow its CAPA procedures, QSOP002, Rev. 09 in that an Action Request was not created for: 

OATEIS$UED 
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DISTRICT ADDf{ESS AND PHONE l\'UMBER 

DEPARTMENT OF HEALTH AND HUl\~ SERVICES 
FOOD AND DRUG ADMINISTRATION 

0A1E(S) OF lNSPECT10N 

19701 Fairchild OS/29/2007 - 06/25/2007* 
Irvine l CA 92612 
(949) 608-2900 Fax: (949) 608-4417 

FElNUMBER 

3003843509 
NAME ANOlmeOF 1'lOIVlDUAL TO WHOM REPCRTlSSUED 

TO: -Richard A. Meier, COO/CFO/President of Eye Care 
FIRM NAME STREET ADDRESS 

Advanced Medical Optics, Inc. 1700 E Saint Andrew PI 
cItY, STATE. ZIPCODE, COUNTRY 'TYPE ESTAeUSHMENT INSPECTED 

Santa Ana, CA 92705-4933 Initial Distributor, Hanufacturer, 
Specification Developer 

a) The voluntary recall of Complete® MoisturePlus™ contact lens solutions products.
-_. 

b) The decision to readdress MDR reportability for corneal ulcers, eye infections, and keratitis. 

OBSERVATION 4 

Design verification did not confirm that the design ontput meets the design input requirements. 

Specifically, the Antimicrobial Efficacy-Regimen Test (4 Hour Soak) dated 10/30/02, performed to veriJY a No-Rub 4 Hour 
Regimen, was performed under best case conditions. Three lots of Complete Upgrade C 945 IX, (Lot #s EI9670, El9671 
and E19686) whose preservative, Polyhexamethylene Biguanide, were found to be at the npper end ofthe preservative 
specification a--'and.ppm, respectively were used in the study and present a best case approach to determining 
the antimicrobial efficacy ofthe contact lens solution. 

OBSERVATION Ii 

Procedures for veriJYing that design output meets design input were not implemented. 

Specifically, Protocol # 195A, "Protocol for 90 Day Discard Date Procedure for AMO, Complete C, Formulation 945 IX, 
355m! Container" was not followed in that: 

a) The finn did not use the three lots of product specified in the protocol and did not provide an explanation in the report of 
why the change was made. 

b) The firm did not meet the initial inoculum o"'or four ofthe five organisms used in the study and did not provide lUI 

explanation in the report ofwhy the inoculum levels were not met. 

OBSERVATION 6 

Procedures for planning and conducting reviews ofthe design results at appropriate stages ofthe device's design development 
were not implemented. 

Specifically, the firm did not follow its design control procedures, Eye Care Product Development Process Manual, Version 
2, in that a design review was not conducted to evaluate design inputs prior to the Research Release for Complete® 
MoisturePlus™. 
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SEE REVERSE 
06/25/2007OF THIS PAGE rf)s{ !J~~ 

FORM FDA 483 (IlW3) PREVIOUS EDinON OBSOLETE INSPECfIONAL OBSERVATIONS PAGE 3 OF6PAGES 



( 

( 

DISTRICT ADDRESS AND PHQ,'l£.NUMBER 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DATE(S) OF lNSl'>ECnON 

19701 Fairchild OS/29/2007 - 06/25/2007* 
Irvine, CA 92612 
(949) 608-2900 Fax: (949) 608-4417 

fE/NUMBER 

3003843509 
NAJ\IlEANDTITlE OF lNOlVlDUAL TO\'JHOM REPORT ISSUED 

TO: Richard A. Meier, COO/CFO/President of Eye Care 
ARM NAME STREET ADDRESS 

Advanced Medical Optics, Inc. 1700 E Saint Andrew PI 
CITY,STATE,ZlPCODE, COUNTRY TYPE ESTASllSl-t"AENT INSPECTED 

Initial Distributor, Manufacturer I 

Specification Developer 
Santa Ana, CA 92705-4933 

OBSERVATION 7 

Appropriate procedures have not been defined and documented for controlling environmental conditions. 

Specifically, labeling for Complete® MoisturePluslM indicates "Store away from heat. Protect from freezing" and "Store at 
room temperature". There are no procedures to ensure this temperature range is maintained dnring shipment of finished 
devices. . 

DATE ISSUED 
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DISTRICT AOORESSANO PHONE tJUMBER 

19701 Fairchild 
Irvine, CA 92612 
(949) 608-2900 Fax: (949) 608-4417 

NAME AND TITLE OF INOlVlOUAL TO WHOM REPORT rSSUED 

TO: Richard A. Meier, 
FlRMNAME 

Advanced Medical Optics, Inc. 
CITY, STATE, ZIP CODE, COUmRY 

Santa Ana, CA 92705-4933 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMlNfSTRATION 

OATE(S) OF iNSPECTlON 

OS/29/2007 - 06/25/2007* 
reNUMBER 

3003843509 

COO/CFO/President of Eye Care 
STREET ADDRESS 

1700 E Saint Andrew Pl 
l'I'PE ESTABLISHMENT INSPECTED 

Initial Distributor, Manufacturer, 
Specification Developer 

Observation Annotations 

111/Spage Inlentlonally left blank 

INSPECTIONAL OBSERVATIONS 
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DEPARTMENT OFHEAL'ffiAND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DATE($) OF INSPECTIONDISTRICT ADDRESS AND PHONE NUMBER 

19701 Fairchild OS/29/2007 - 06/25/2007* 
F8NUMBERIrvine, CA 92612 
3003843509(949) 608-2900 Fax: (949) 608-4417 

FJRMNAME 

Advanced Medical Optics, 
.crIY, STA1E, ZIP CODE, COUNTRY 

Santa Ana, CA 

Inc . 

92705-4933 

STREET ADDRESS 

1700 E saint Andrew Pl 
TYPE ESTABUSHMEHT INsPECTED 

Initial Distributor, Manufacturer, 
Specification Developer 

• DATES OF INSPECTION: 

NAME AND llTlE OF NDIVlDUAl TO WHOM REPORT ISSUED 

TO: Richard A. Meier, COO/CFO/President 'of Eye Care 

OS/29/2007(Tue), 05130/2007(Wed), 05/31/2007(11lU), 0610l/2007(Fri), 06/04/2007(Mon), 06105/2007(Tue), 06/06/2007(Wed), 
06/07l2007(11lU), 06/08/2007(Fri), 061l3/2007(Wed), 06/14/2007(Thu), 06/2112007(Thu), 06/2512007(Moo) 

FDA EMPLOYEES' NAMES, TITLES, AND SIGNATl!RES: 

1fA};
~ ~~'?--/j~.~
 
William S Vitale, Investigator Jennifer . Goglev, Mi~r.(;Jolo~ 
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DEPARTMENT OF HEALTHAND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DiSTRICT ADOl1:ESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
(949) 608-2900 Fax: (949) 608-4417 

NAME AND TITLE OF INOIVIOUAl TO WHOM REPORT ISSUED 

TO: Richard A. Meier, COO/CFO/President of Eye Care 
RRMNAME 

Advanced Medical Optics, Inc. 
CI1Y. STATE, ZIP CODE, COUNTRY 

Santa Ana, CA 92705-4933 

questions, please coutact FDA at the phone number and address above. 

requirements. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 

suggests that a marketed device may have caused or contributed to a death or serious injury. 

a) Complaints referencing a diagnosis ofAcanthamoeba keratitis: 

Complaints # 61130/::161131; date aware 2/28/06 
Complaint # 68786; date aware 5/29/06 
Complaint # 65138; date aware 4118/06 
Complaint # 76379; date aware 8/31/06 
Complaint # 82755; date aware 11/14/06 
Complaint # 83286; date aware 11/20/06 
Complaint # 83458; date aware 11/17/06 
Complaint # 83616; date aware 11/22/06 

Complaint # 66614, date aware 5/5/06 
Complaint # 83854, date aware 11/27/06 
Complaint # 69062, date aware 6/2/06 

~OvL-- 0/'/ ~~ 

This is a modified document. 
SEE REVERSE 
OF THIS PAGE 

V ' FORMFDA483 (04103) PREVIOUSEDmONOBS01.E1'E INSPECTIONALOB 

OATE<S) OF INSPECTION 

OS/29/2007 - 06/25/2007* 
f8NUM8ER 

3003843509 

STREET ADDRESS 

1700 E Saint Andrew PI 
TYPE ESTABusrw.arr INSPEClED 

Initial Distributor, Manufacturer, 
Specification Developer 

This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional 
observations, and do not represent a final Agency detemlination regarding your compliance. Ifyon have an objection regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative(s) daring'the inspection or submit this information to FDA at the address above. Ifyou have any , 

The observations noted in this Forni FDA·483 are not an exhaustive listing ofobjectionable conditions. Under the law, your 
finn Is responsible for condncting internal self-audits to identify andcorrect any andall Violations ofthe quality system

( 

AnMDR report was not submitted "lithin 30 days ofreceiving or otherwise becoming aware ofinfonnation that reasonably 

Specifically, the following complaints were not reported to FDA according to the time line established by the finn and FDA 
(Reports for events ofserious injury to be submitted vlithin 30 days following the end ofthe calendar quarter): 

( 

b) Complaints referencing "eye infections" and medical intervention associated with Serratia marcescens: 
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DEPARTMENT OF HEALTH AND HJJMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DATE(S) OF INSPECno,'l. O:STRlCT ADDRE:SS AND PHONE NUII.aER 

·19701 Fairchild 05/29/2007 - 06/25/2007* 
F'ElNUMBERIrvine, CA 92612 

(949) 608-2900 Fax: (949) 608-4417 3003843509 
t1A....1E AND l111E OF INDIViDUAL TO WHOM REPORT lSSlJ8) 

TO: Richard A. Meier, COO/CFO/President of Eye Care 
STREET ADDRESSFJRMNAIIJ: 

Advanced Medical Optics, Inc. 1700 E Saint Andrew P1 
CITY. STATE, lIP coDE. COUNTRY 1YPE ESTABUSHMEl-IT INSPECTEO 

Initial Distributor, Manufacturer/ 
Specification Developer 

Santa Ana, CA 92705-4933 

OBSERVATION 2 

Not all data from quality data sources are analyzed to identifY existing and potential causes ofnonconfonning product and 
other quality problems. 

Specifically, records for the following complaint investigations were incomplete in that 

a) The investigations fur complaint numbers 61130 and 61131 reference patients diagnosed with Acanthamoeba keratitis 
infections. Microbial evaluations ofthe returned complaint units were found to indicate the presence ofprotozoans; however 

. the type ofprotozoans were not identified. Additionally, [the] retained samples [associated with these complaints] were not 
tested using-the same methed-as-!h&OOHlfllaillt units;-[for the presence ofprotozoans]. 

b) Investigations for complaint numbers 66614, 83854, 69062 and 99U6 reference returned complaint units the firm 
detennined to be positive for Serratia marcescens. The amount ofbacteria in each complaint unit was not quantified. The 
firm did not isolate the bacterium and test it against retained units to support whether each lot was effective against Serratia 
marcesceus. 

ej Hwestigaliens feF eemplaillt tmmbers-69062, 90216 and 83286 did aet determiae the type SF malerial compositien of
 
OOIllaeHenses '>'rom by the 6OHlfllainullt.
 

OBSERVATION 3 

Corrective and preventive action procedures addressing implementation and recording of changes in methods and procedures 
to correct and prevent identified quality problems were not implemented. 

Specifically, the firm did not follow its CAPA procedures, QSOP002, Rev. 09 in that an Action Request was not created fur: 

DATE ISSUEDThis is a modified document. 
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DEPARTMENT OF HEALTII AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRiCT ADDRESS AND PHONE NUMBER DA1E(S) OF INSPECTION 

19701 Fairchild OS/29/2007 - 06/25/2007* 
Irvine/ CA 92612 fBNUPlEER 

(949) 608-2900 Fax: (949) 608-4417 300.3843509 
NAME AND TITLE OF ~'IDMDUAl TO WHOM REPORT ISSUED 

TO: Richard A. Meier, COO/CFO/President of Eye Care 
FlRMNAME STREET ADDRESS 

Advanced Medical Optics, Inc. 1700 E Saint Andrew PI 
CITY, STAlE, ll? CODE, COUNTRY TIP;:; ESTAausl-IMENT INSPECTED 

Santa Ana, CA 92705-4933 Initial Distributor, Manufacturer, 
Specification Developer 

a) The voluntary recall of Complete® MoisturePlus™ contact lens solutions products. 

b) The decision to readdress MDR reportability for comeal ulcers, eye infections, and keratitis. 

, 

OBSERVATION 4 

Design verification did not confirm that the design output meets the design input requirements. 

Specifically, the Antimicrobial Efficacy-Regimen Test (4 Hour Soak) dated 10/30/02, performed to verify a No-Rub 4 Hour 
Regimen, was performed under best case conditions. Three lots of Complete Upgrade C 9451X, (Lot #s El9670, El9671 
and E19686) whose preservative, Polyhexamethylene Biguanide, were found to be a!the upper end ofthe preservative 
specificationa". and~pm,respectively were used in the study and present a best case approach to determining 
the antimicrobial efficacy ofthe contact lens solution. 

OBSERVATION 6 

Procedures for verifying that design output meets design input were not implemented. 

Specificaily, Protocol # 195A, "Protocol for 90 Day Discard Date Procedure for AMO, Complete C, Formulation 9451X, 
355ml ContaIner" was not followed in that: 

a) The firm did not use the three lots ofprod!,ct specified in the protocol and did not provide an explanation in the report of 
why the change was made. 

b) The firm did not meet the initial inoculum 011tLtJ lor fuur ofthe five organisms used in the study and did not provide an 
explanation in the report ofwhy the inoculum levels were not met. 

OBSERVATION 6 

Procedures for planning and conducting reviews ofthe design results at appropriate stages ofthe device's design development 
were not implemented. 

Specifically, the firm did not follow its design control procedures, Eye Care Product Development Process Manual, Version 
2, in that a design review was not conducted to evaluate design inputs prior to the Research Release for Complete® 
MoisturePlus™. 

fM 
DAlE ISSUEDThis is a modified document. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUO ADMINISTRATION 

DISTRICT ADDRESS AND PJ-lONE NUMBER DATE{S) OF INSPECTION 

19701 Fairchild OS/29/2007 - 06/25/2007* 
Irvine, CA 92612 FElNUMBER 

(949) 608-2900 Fax: (949) 608-4417 3003843509 
NAMEANDTlTI.E OF 1I1OlViDUAL TOWHOM REPORTISSUED 

TO: Richard A. Meier, COO/CFO/President of Eye Care 
FlRMNAME smEETADDRESS 

Advanced Medical optics, Inc. 1700 E Saint Andrew PI 
CITY, $TATE, ZlP' CODE, COUNTRY TYPE eSTABUSHhIElfT INSPECTED 

Santa Ana, CA 92705-4933 Initial Distributor, Manufacturer, 
Specification Developer 

OBSERVATION 7 

Appropriate procedures have nofbeen defined and documented for controlling environmental conditions. 

Specifically, labeling for Complete® MoisturePlus™ indicates "Store away from heat. Protect from freezing" and "Store at 
room temperature". There are uo procedures to eusure this temperature range is maintained during shipment of finished 
devices. . 

This is a modified document. DAlE ISSUED 
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CATE(S) OF INSPECTION 

OS/29/2007 - 06/25/2007* 
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3003843509 

STREET ADDRESS 

1700 E Saint Andrew PI 
TYPE ESTABUSHMENT ~"lSPECTED 

Initial Distributor, Manufacturer I 

Specification Developer 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DlSTRICT ADDRESS AND PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612 
(949) 608-2900 Fax: (949) 608-4417 

NAME AND TITlE OF ~'lDMOUAL TO WHOM REPORT ISSUEO 

TO: Richard A. Meier, COO/CFO/President of Eye Care 
F1RMNMlE 

Advanced MediCal Optics, Inc. 
CITY, STATE, ZIP coDE. COUN1RY 

Santa Ana, CA 92705-4933 

Observation Annotations 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINIStRATION 

DATE{S) OF INSPEenON.o'$TRlCr ADDRESS AND PHONE NUMBER 

19701 Fairchild OS/29/2007 - 06/25/2007* 
FBNUM6ER . Irvine, CA 92612 
3003843509(949) 608-2900 Fax: (949) 608-4417 

NAME AND TITlE OF IND1VIOUAL TO WHOM REPORT ISSUED 

TO·,· Richard A. Meier, COO/CFO/President of Eye Care 
STREET ADDRESSRRMNAME 

1700 E Saint Andrew PIAdvanced Medical Optics, Inc. 
TYPE ESTABUSHMENT iNSPECTEDCITY, STATE.2JP COD€, COUNTRY 

Initial Distributor, Manufacturer, 
Specification Developer 

Santa Ana, CA 92705-4933 

*DATES OF INSPECTION: 
05129/2007(Tue), 05/3012007(Wed), 05/3112007(11m), 06/0112007(Fri), 06/04/2007(Mon), 06/0512007(Tue), 06/0612007(Wed),
 
06/0712007(Thn), 06/0812007(Fri), 06/1312007(Wed), 06/1412007(Tbu), 0612112007(Tbu), 06125/2007(Mon)
 

FDA EMPLOYEES' NAMES, TITLES, AND SIGNATURES: 

~9J;t~ ~~J6.Jrr 
William S Vitale, Investigator Jennifer M. Gogley, Microbiologist 
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