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mmmmmwmmm}mwmmﬂm They are inspectionsl
chearvations, and do not represent s fina] Agency determipetion regarding your complisace. If you have an objestion raganding e

WGMWGMbmmﬂQmmnanqmwmmnﬁma
aetion with the FDA representative(s) during the inspection or submit this informatios to FDA st the addrwes sbove. I you have any
quastions, plesse comact FDA at the phone numbar and addras above.

The observations noted bn this Form FDA-#83 are not an exhaustive listing of objectianable conditions. Undar the law, your
Jirm is rasponsible for conducting internal sslf-audits 10 identlfy and correct any and all violations of the quality gystem
reguiramens.

BUNNG AN INSPECTION OF YOUR MM WE OBSERVED:

OBSERVATION 1

The-deaign plan does not describe the design and development activities, define resporuibility for implementation of design
and development sciivities, and identify and describe the interfices with other groups or agtivities a» appropriste.

MERICAL DLVICK REGULATIONS

Specifically, s complete design plan was not done for ReNu w/ MoistureLoc Muhi-Purpose Solution. 'l"mphnplwdedll
incomplete and dows not provide clear traceability through the design projoct. For example:

2) The initlal design plen shows bogan in 2001 and resutsd in product P The formulstion contains 8

prescrvative ) and wap cleared by the in 2003. The product was not
commercitlized by the is an akarnate product project 1 ReNu w/ Moisturel oc Multi-Purpose
Solution ing Alexddi was sdded 10 the same original design and developmenz nian jo 2004 Ioiti

b)hwm«ulspniﬁwbuwmmdmﬁndmdﬂrmlyembwpﬁwwm validation, Forumnpll,
Mﬁxmmmmmm the product formulation was
nged 1o _ uhuﬂdvﬂldwmthmhd:m“

¢) Tasks for decermining uulyuulm-proeuundﬂnidndmduawlﬁmiommm sasigned in the design plan and
not firmly established prior to the product Jaunch of ReNu w/Moistureloc Multipurpose Solution. For example,
release specification was lowered after baginning process validation.

d)‘rheﬁmdnunothawummhodwmhueihedenudﬂimof&edﬁmmﬂnhanMoimmtﬁm
Solution. , _

¢) The design history Ale does nat contain & statement of readiness from R&D as required in astablished procedure BL POL-

SEE REVERSE
- SMCLITE L ODSERVATIONS —c 10008
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401, Product Development Managoment Process.

1

OBSERVATION 2

WMWMmmmmmm
smwu.mwwmmmwmmmm

addressed by the project team before bringing the product to the market. Formmple.thob vlluoaddul
inputs remain open: quanﬁeniono{ummb.mﬁnnnﬁmnﬁtthnczm
cyeles) with (nomb rinse); ISO/FDA Ragimen Text
- md. sosk in glass visls; lsboratory cleaning study to demonstrate padremov-lw:th
se3; n

that demonstrutes "clinicall i}
—T 9 study sfficacy against \ ynisn oant mICroorganisme*

sad were not

QESERVATION 3
Daaign reviews ware not performed at appropriate times, following the review schedule.

Specifically, the post-launch product review for the ReNu w/ Moisturel.oc Muki-Purpose Solution has not been performed as
required in the formaily established procedures, BL-PRO-40%, Project Post Launch Review. The review should ocour during
the first year sfter the product is lsnnched. mwmmmmumwnmimmmmmm
Gmwuominmzom

OBBERVATION 4

An MDR report was not submitted within 30 days of receiving or othsrwise becoming aware of information that reasonably
suggests that s marketed device may bave caused or contributed to & death or seripus injury.

Specifically,

) mﬁmﬁnedtonodl’ythwyof 35 serious injury reports of Fusarium Keratitis from Smgaporn‘leimrof
Health in February 2006 relating to ReNu MoisturaLoc Multi-Purposs Solution. None of the complaints were reported to the
Agency as of April 7, 2006,

b) Complaint #§105000240 -~ #S105000245 wers Initially reported 10 the firm as Keratitis compisints in July 2005. These
complaints have not been reported to the Agency as of May 9, 2006.

SBE REVERSE |
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¢) Complaint # $105000012 was initially reported as & chemical burn, but was later updated as Keratitis. Tha complaint has
not been reported az an MDR.

OBBERVATIONS
A correction or removal, conducted to reduce & risk to health posed by e device, was not reported in writing 10 FDA.

Specifically, the firmn failed to repoct the removal of ReNu Moisturel.oc Multi-Purpose Solution from the mariot in
Singspore and Hong Kong in February 2006.

OBSERVATION ¢
A validsted process was not revalidated when changes or process devisions occurred.
| Ragarding the validation of ReNu wf MoisursLoc Multi-Purpose Solution;

A.Thoﬂrmdoumhvemldenhdnﬁmdmhmuwmmmm Solutiog
ndmmvmﬂuthuﬁrmvﬂhplmmpuﬁ:mdmZMonmmd milar prod

puﬂdummdmnnmhu compatibility study. product was
and used in the validadon gudy; however, the forrmulsion was not

onmmml.lmd In 2004 the firm performed a limited validation on the curtently mariceted Rery w/ MoistureLoc
Multi-Purpose Sohution utilizing in the product tion. The corrective aetion to
avold the appearance of white pasticles on tha lenses wes 1o use the USP with s
European Pharmacopeia clarity test. The validation data availsble shows that clesning of the bulk mix tanks and filling lines,
:hoﬂlliugproeus,thoholdtlmmdy and purging processes were not re-validated. Chemistry teming was limited to the
compounding batches and no [VSP sterility testing for the scalad-up batches of
ReNu w/MoistureLoc Muhi-Purpose Solution. validation dats was scoepted in lieu of performing & Compiete re-
validation of the manufacturing processes.

B) The following deviaticns are noted in the initial vatidation swdyWSREEEIR

1. The Pharmacopeis (EP) clarity test was not perfsrmed on Lot # 23408 SNSRI
' )tlmwuundinthszomvlhdluonmuly Rnwmutﬂnhpeciﬂuﬂnmlmludoduequmﬂaﬂheﬂ
tast in 2003.

2. Bacteriostaain/F asis (B/F) testing was not performed for all validation runs as specified In the established protoco)
{0308-ME-0154). runs were psiformed; however B/F testing was purformed on only one run.

SEE REVERSE
OF THIS PAGE | 2oy Colh , F5C. 08/18/2006
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At the time of 1] the release The release specifications were
sequently lowered and this run was sccepted.

OBBERVATION 7
Procedures have not been fbllowsd to prevent contamination of squipment or product by certain substancss.
Specifically,

8) ﬁi‘i%inthupp«mhmpdiumm chips were observed an agitators located on the tops of 1ank
and the solenoid above tank tanks are currently used for the production of contact lens
sohutions.

b) The cletning, inspection, and sanitizstion of il lines 4fiiIecd in lhcpmducﬁmof‘&ﬂhlwﬂm Bosmon
Cleaner, RaNu w/Moisture Loc Multi-Purposs Solution were not documented s per SOP #40-102-19, "Weekly and Monthly
Cleaning and Inspection of APA", for the monthly cleaning conducted for the month of Pebruary 2006,

QOBSERVATION 8

Appropriste procedires have not besn defined and documented for controlling environments! conditions.
Specifically,

Temperature conditions within the aseptic pr arss are ot being documented o ensure such conditions are
consistently within established specifications degress Ceisius,
OBSERVATION §

Complaims involving the possible failure of a device to meet any of its specifications were not investigsted where necespary.
Specifically as of 3/23/06

L a—
SEE REVERSE
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a)'l‘ho?uuﬂuml!.mitllWﬂmmumywwmmwuwlmmmm
Solution product lots implicated in complaints received from Hong Kong.

b) The finn had not performed sterility testing on mmnmmmmnwhmmmlmmm
for complaints received ﬁ'olihylhmdSinnpom

OBSERVATION 10

Pma&nuhwdlmauuwofpmduamawmnduo&mmmmplmtomwmmpc.
damaga, cther adverss offects.

Specifically,

8) On 4/4/06 the firm failed to Jocate 8 product lot implicated in & customer complaint, ReNu w/ Moisturel.oc Mull-Piapose
Solution, Lot GGS5055, w wa) identified a5 being part of the current luvemtory in the firm's validsted inventocy controt
Fystems.

b)mmmmﬁmwmwumm‘mdmmmmﬁmmmausm_
c) On $/9/06 the firm was unable to locate @ Punits of RaNu MultiPius Multipurposs Sohution, Lot #GC6061.

OBSERVATION 11
Quality audits were not conducted to verify that the quality system is effective in fulfilling your quality system objectives.

Specifically,

n) Raview of the Internal Audit scheduls indicated that the firm has not conducted or established & rowine suditing
of their camplgint  handling system.

b) The firm dows not have procedurss defining the frequency by which supplier audits will be conducted.

¢) mﬁmhnmmmmompplluof“.ammpmﬁnnudw
masufacrure RelNu w/ MolstureL.oc Multi-Purpase :

d) Comract laborstories/suppliers used in raw material and finished product testing have not been audited at a
_ .

OF THI§ PAGE BDE- Lol ) 65;

05/15/2008

ONAL VATIONE PAQE §




05-15-06 04:52PM FROM FDA GRNV-RP P07

60 Eighth Strtlt NE 03/22/2006 -~ 05/15/2008
Atlanta, GA -
{404) 253-1161 l‘u.(iD(} 253-1202 _1032500
TO: Mr. Thomas H. Eggleton, VP of Cperations
Bausch & Lomb Inc 8507 Pelham Rd
S AN DR TR T TR N
Greanville, SC 29615-9596 Medical Device/Pharmaceutical
Manufacturer
defined fraquency, For example:
-Lab A was last sudited on 12/11/98
A way last sudited on 5/11/01

In addition, th.hnbimniﬂnﬁhd’hbbwaﬂmdmlm

OBSERVATION 12

mh?wmbmimplmnudmmmmmw or other adverse ¢ffects to produet do not occur
during handling.

Specifically,

a) No documantation, inspection, audit, or checklist ware sstablished or conducted 10 guaranes that the trucking
company transporting finishad product from the manufacturing plant to the distribution center is provecting
materials and finished product from damage and comamination as specified in SOP #15-006-09, Additionally, the
mucking company does not have a climate contral system in the trailer to monitor temperature conditions.

b) There are no procedures indicating the amount of time finlshed products are allowsd to remain stored in trailers
befors finding & locetion in the warehouse for sorege.

OBSERVATION 13
WMWMMMMMMMWMWMMM
Specifically,

On 3/27/06 clean, uncepped product transfer hoses that are used in production were observed in direct contact with a shelving

unit upon which a visible Jayer of a white powdery residus was observed. The shelving unit was installed to prevent hoses
from coming in contact with the masufacturing room floor.

OBSERVATION 14
Maintensace activities, including the date and individuals performing thoso sctivitics, have not boen documented.
FINISHED PHARMACLUTICALS

SEE REVERSE
OF THIS PAGE | R 52, | 5,4...3 ARsC 08/18/2006
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spmnnny,mwmu&mmﬁmMm‘mmwMam:mwummm
the @month interval between June 2005 and March 2006 per SOP # S0-095-08.

| OBSERVATION 18

Written procedures sre not followed for the cleaning snd maintenanca of equipment, including utensils, used in the
manuficture, procaasing, packing or holding of a drug product.

Specifically, - L.
Your established mix tank clesning 40-017 "Clean In plsce S Mix Tanks", require
specific manual cleaning procedures for; include a inute manual rinse at Celsiug, prior to the

atomated CIP cycle. Review of batch recerd documentation snd clsaning cycle records that this manuat rinse is not
being documented.

OBSERVATION 18 _
The written stability program for drug products does not include mesningful and specific test methods.

Specifically,

The current analytical 1est methods for OTC drug products are not stability-indicating 1o demonstrate levals of degradation or
other impurities that may exist in such products.

OBSERVATION 17
Employess are not given training in the particular operstions they perform as part of sheir function

Specifically, f within operations have not participated in in fills, as per
SOP# 90-161 "Validstion of Aseptic Fill Chailenges”, to ensure the operstor remain current relevant established
procedures and cGMPs,

[0 [
SEE REVERSE
OF THIS PAGE 'm' &1“-'1 35‘( 05/15/2006
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QOBSERVATION 18

There are no written procedures for production snd process controls designed ta assure that the drug products hyve the
identity, strength, quality, and purity thay purport or are represented 10 poseess.

Specifically, there are no specific establisbed procedures for the visual exsminastions of incubated vials conducted by
misrobiological technicians during media i1l operations.

m

FDA EMPLOYEES' NAMES, TITLES, AND SIGNATURES:

Claudette D. Brooks, Investigator Babatunde D. Babalols, Investigator

-7y, § " - S
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This document lists chesrvations made by the FDA representative(s) during the inspaction of your facility. They are inspoctional )
observations, and 4o oot represect a Onal Agsacy delormination regerding your mqanm I you have sz objection regarding s
cbeesvation, or have implementad, or plan o Implement, carrective sction in respossac to an cbaervation, you may discuss the objection or
mmumm)mhwummmumAnummummm
questions, please contact PDA at the phone mumbor and addrows sbove.

The ocbsarvations noted in this Form FDA~483 are not an exhaustive listing of objectionabie conditians. Under the iaw, your
Jirm is responsible for conducting internal selfaudits 1o identify and carrect any ond all violatians of the quality system
regudrements.

DURING AN INSPRCTION OF YOUR FIltit WE OBBERVED:

OBSERVATION 1

Procsdures for controlling the storage of product in storage arcas and stock rooms were not estsblished to prevem mix-ups,
damage, other adverse effects.

Specifically, the firm does not monitor the temperature of the storage warchouss st the distribuntion center, although product

Iabeling specifies that products should be stored st room tempersture. For example, ReNu w/ MpistursLoc Multi-Purpose
Solution and ReNu Multipius Muiti-Purposs Solution.

OBSERVATION 2
Procedures have not been documented to prevent contamination of equipment or product by cenain substances.

Specifically, the firm does not have established procedures or practices for cleaning the packaging areas or
Lipment in the distritution center. On 3/22/06 Bomon Coaveaience Packs, Lot # ACS050 were being packaged on Line
Twalve (12) oz ReNu waoianocbﬁ:lﬁ-PwmeohnimtwinpuhwnhZoz RelNu w/ Moistureloc, Lot
6033 was also being packaged on Line i) The packaging equi includm;t!ueqmpmmwmmmboth!inu
wai dirty and dusty. Mdhionﬂly,th-mplnhliumwhnndofd

rm::n: Reported correcied, not verified

7L T T

SER REVERSE 05/15/2006
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FDA EMPLOYEES' NAMES, TITLES, AND SIGNATURES:

it o oo 2=

Claudente D. Brooks, Investigerior Babarurde D. Babalols, Irnvestigator
A«HJ.(zétizgzb/
Bonim 8. Chester, I
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