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{Reviewed by /,%
SUMMARY

This comprehensive GMP inspection of a finished pharmaceutlcal and cosmetic manufacturer was
conducted per FACTS Assignment ID 857335 and Operation ID 3368316 and in accordance with
Compliance Program 7356.002 titled Drug Manufacturing Inspection and in accordance with
Compliance Program 7329.001 titled Cosmetics Program; Import and Domestic for PHI-DO FY-08 L +
work plan. The inspection also covered Consumer Complaint # g for the product Listerine

Fresh Burst coverage of this complaint was instructed in the FACTS assignment listed above.

specifically on e recall of Listerine Agent Cool Blue (LACB) flavors Bubble Blast and Glacier
Mint; this was not a complete GMP mspectlon There were no dlscussmn items addressed W1th

ba

Current inspection covered Quality Systems; Facilities and Equipment Systems; Material Systems;
Production Systems Packaglng and Labehng Systems and Lab Systems. The products evaluated

d the firm’s ‘complamt system foall products; Adverse Event Reports; Annual Product
Reviews; stability; validation studies; and laboratory confirmed and non confirmed OOS. Also
evaluated during the mspect1on was the firm’s mvest1gat10ns for manufacturing packaging lines.

2 ",‘ i . The micro-lab and analytical lab i . Training records
were reviewed. On 04/ 1 1/07 the firm initiated a voluntary nation wide consumer recall of all lots of
GLACIER MINT ™ and Bubble Blast ™ flavors of Listerine ® Agent Cool Blue Plaque-Detecting

Rinse. The voluntary recall was initiated by the firm because of the preservative system was not

adequate against microorganisms. The firm stopped manufacturing the product. The firm contacted

the PHI-DO on 04/25/08 to notify the FDA they will be initiating compounding and filling Listerine

Agent Cool Blue. According to Ms Williams the firm will be compounding on 05/18/08 and filling

on 05/19/08. Also reviewed during the inspection was the reformulated, new preservative system

and re-labeled Listerine Agent Cool Blue (LACB) flavors Bubble Blast and Glacier Mint.

Management informed that Listerine Agent Cool Blue is now a cosmetic and no longer considered

an OTC or device. No Form FDA 483 was issued to management during this inspection. However

there were 2 drscussmn items addressed with management for the following: 1.During the mspectlon

1 1ab 1 observed »

Specifically,

I requested to see the procedure where it explains that unapproved products

g via theill) i and therefore are prevented from being used to br

being tested are in a
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manufacture products or released. A procedure explaining this could not be provided. Corrective
actions to theseﬁdiscussion items were reviewed and verified during the inspection.

ADMINISTRATIVE DATA

On 05/12/08 1 (Anita R. Michael, Investigator) and Prabhu P. Raju, Investigator presented our
Credentials and issued the Form FDA 482 Notice of Inspection (attachment-1) and attachment
Resources for Regulated Businesses to David A. Burton, Site Leader Lititz who identified himself as
the most responsible person at the firm at that time and authorized to accept the forms. Prabu P.
Raju, Investigator was present specifically to conduct my Level II Certification Audit only. I also
presented Mr. Burton with a copy of the order/ Consent Decree of Permanent Injunction (number 93-
3525) dated 08/16/93. The site continues to operate under Consent Decree of Permanent Injunction
(number 93-3525) dated 08/16/93. The Form FDA 482 was modified per the IOM Follow-Up
Inspections by Court Order. The following statement was read to Mr. Burton. “This inspection is
being conducted under the authority of injunction (number 93-3525) granted by the United States
District Court against this firm on 08/16/93. The inspection will cover all items specified in the court
decree, I am issuing you a Notice of Inspection under the authority of Section 704 of the FD&C Act
which authorizes inspections of firm’s subject to that Act”. Mr. Burton accepted the forms.

I (Anita R. Michael, Investigator) wrote the entire EIR.

Please address all correspondence to the attention of David Burton, Site Leader at the address
below.

Inspected firm: McNeil PPC, Inc.

Location: . 400 W Lincoln Ave
Lititz, PA 17543-8701

Phone: 717-626-2011

FAX:

Mailing address: 400 W Lincoln Ave

Lititz, PA 17543-8701

Dates of inspection: ~ 5/12/2008, 5/13/2008, 5/14/2008, 5/15/2008, 5/16/2008
Days in the facility: 5
Participants: Anita R. Michael, Investigator

HISTORY

According to Ms Williams the firm’s legal name is McNeil PPC, Inc. The site was purchased by
McNeil in December 2006. The firm’s corporate headquarters remains located at McNeil Consumer
Healthcare, 7050 Camp Hill Road, Fort Washington PA.
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The firm remains under Consent Degree of Permanent Injunction from 1993 (number 93-3525). This
site. continues to produce the produ iwhich is listed in the 1993 Consent
ce. Accordmg to Ms Wllhams the firm 18 going to ansfer the manufacturmg 0

Vo g

involved m e anal sis O ontinue to be certified b

On 04/11/07 the firm initiated a voluntary nation wide consumer recall of all lots of GLACIER
MINT ™ and Bubble Blast ™ flavors of Listerine ® Agent Cool Blue Plaque-Detecting Rinse.
Please see section of the EIR titled Recall for details concerning this product.

The firm has a current FDA drug registration, registration date 02/07.

According to Ms Williams the firm’s operate hours a day, five days per week. The firm’s hours H
of operation can also extend into the weekends as needed. According to- Ms Williams the firm b
employswemployees of whichg8of them are part of the Quality Unit.- - 't

INTERSTATE COMMERCE AND JURISDICTION

According to Ms Williams the firm receives f their incoming raw materials interstate andj by
intrastate. g Of the firm’s finished products are shipped interstate and* intrastate. Ms va
Williams provided a list of the firm’s currently marketed products packaged and manufactured at

this location. Please see exhnlbmt-][ for details MsWﬂhams mformed that the ﬁrm has discontinued
manufacturing the product G . :

by

The firm manufactures various cosmetics such as
Listerine Stay White

Corm Huskers Lotion

Lubriderm Lotions

Listerine Agent Cool Blue (Glacier Mint and Bubble Blast)

b

Zyrtec D Tablets 5mg/120 mg Pckaged only at this location

3 of21



Establishment Inspection keport FEL: 2510770
McNeil PPC, Inc. EI Start: 05/12/2008
Lititz, PA 17543-8701 EI End: 05/16/2008

The firm manufactures the following OTC
Benedryl Cream 1% and 2%

Listerine (Antiseptic; Citrus; CoolMint; Freshburst; Smart Rinsé Cool Berry Citrus and Jungle Mint;
Tartar Control; Tarter Control Advanced; Total Care; Vanilla Mint; Whitening Mouthwash; Whiting
Pre-Brush Treatment; Listerine Citrus 100% Natural)

Neosporin (Lip Treatment; Original Ointment; Plus Ointment; Plus Cream)
Polysporin Ointment

Accordmg to Ms Wﬂhams McNeil PPC Inc is contracted by * to manufacture

prov1ded the document titled 438
review. Please see exhibit-2 for details.

INDIVIDUAL RESPONSIBILITY AND PERSONS INTERVIEWED

Ms Williams explained the firm's organizational structure and individual responsibilities for all of
the individuals described below except for Tom Himmelsbach, Manager of the Quality Assurance
Laboratory.

David Burton, Site Leader remains the most responsible person at this location. Mr. Burton
continues to be the most responsible individual at this site in charge of overseeing Materials
-Management, Human Resources, Production Operations and the Lean Lead Organization. He
oversees the production operations involving OTC, RX and Cosmetics manufactured at this location.
The individuals responsible for the manufacturing of oral care and personnel care products report to
Mr. Burton. Mr. Burton reports to Paul Lefebvre, VP of Global Supply Chain. Mr. Burton’s office is
located at this address. Mr. Lefebvre’s office is located at 199 Grandview in Skillman, New Jersey
08558. Please see exhibit-3 pg 1 for details.

Bobette Williams, Director of Quality Assurance is responsible for quality control which oversees
the analytical laboratories and micro laboratories, quality assurance. She is ultimately responsible for
the release of product. She explained the quality assurance is involved with product release as well
as assuring that materials or components of known accepted or controlled disposition are used for
the manufacturing of products. Ms Williams explained she is the most responsible person at this site
that has the authority to prevent, detect and correct possible violation. Ms Williams reports to Teresa
Gorecki, VP QA Northern America. Ms Gorecki’s office is located at 199 Grandview in Skillman,
New Jersey 08558. Ms: Williams office is at this location. Please see exhibit-3 pg 2 and 3 for
details.

Acéording' to Tom Himmelsbach, Manager of the Quality Assurance Laboratory he is responsible for
overseeing the analytical laboratory and micro laboratory. He is responsible for assuring the
laboratories are operating in compliance with current GMP’s. Mr. Himmelsbach is also involved
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with investigations involving the laboratories. He can hire and fire. He reports to Ms. Williams. His
office is at this location. Please see exhibit-4 for details.

The following individuals provided the majority of records, answered the majority of the questions
and accompanied me throughout the inspection of the facility: Bobette Williams, Director Quality
Assurance; Tom Himmelsbach, Manager Quality Assurance Laboratory; Scott Weeks, Manager
Quality Assurance; and Judy Case, Manager Quality Assurance.

The following individuals also provided information during the inspection: Ron Wood, QA Team
Leader Product Release; Jeff Jenner, Staff QA Scientist; Lynn Hostetler, Team Leader Oral Care

Packaging; Bob Courtot, Staff Quahty Engmeer Investigations; and Greg Littrell Facilities
Mamtenance Manager. -

On 05/12/08 I conducted a general inspection of the plant. The following individuals were present:
Dave Engwall, Manage Oral Care

Tyran Welch, Manager Personal Care

Dennis McLaughlin, Team Leader Personal Care

Ralph Greenawalt, QC Technician II

Lynn Hostetler, Team Leader Oral Care Packaging

Tammy Pugliese, Team Leader, Microbiology

On 05/14/08 1 conducted an inspection of the Mouthwash Packaging Line 2001. The following
individuals were present:

Todd Danforth, Team Leader Oral Care Packaging
Tim Gragg, Packaging Line Mechanic

On 05/15/08 1 conducted an inspection of the Dilantin® 125mg Suspension manufacturing area. The
following individuals were present:

Ty Welch, Manager Personal Care

Drew Bradley, Business Unit Leader

Aris Nicholas, Manager Process Technology
Dennis McLaughlin, Team Leader Personal Care
Sammy Soto, Personal Care

On 05/15/08 I conducted an inspection of the micro lab. The following individuals were present:
Tammy Pugliese, Team Leader Microbiology
Steve Witmer, QA Team Leader
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On 05/15/08 I conducted an inspection of the analytical lab. The following individual was present:
Sue Butler, QA Team Leader

On 05/16/08 I conducted an inspection ofé§
Ty Welch, Manger Personal Care

Drew Bradley, Business Unit Leader, Personal Care
Aris Nicholas, Manager Process Technology

On 05/ 16/08 I conducted an inspection of the packaging lines @ andw for g8
e 1 | ACB. The following individuals were present:

.rew Bradley, Business Unit Leader, Personal Care -
Cindy Grill; Team Leader Personal Care

FIRM’S TRAINING PROGRAM
I requested to see the training records fo

employee involved with the manufacturm ;

S of Listerine bulk
‘ prior to productlon artup o Ms
Wllhams prov1ded the records asrequeste . I reviewed the -employee training records for i in
detail. “ last GMP training was B-The-training records appeared complete except for
documenting in 4 training records that the issues involved with4iSREREIANEnd § had been
reviewed and discussed with this employee. Ms Williams explained she understood and agreed to
include the re-training or counseling in the in the future for employees identified as. mvolved in
multiple

I requested to see the training records for the QA Scientist involved with laborato
reports. As requested Mr. Himmelsbach prov1ded the GMP training records for gl
® The 2007 GMP training for quality topics microbiology; manufacturing and the &5
were reviewed for these employees. No deviations were revealed.

/ investigation

As requested Ms Williams provided the training records for Mr. Weeks from the Quality Assurance
group. I reviewed his recent training records for specific knowledge and skills in areas such as
product recalls; field alerts; consumer complaint vigilance; stability protocols and quality assurance.
During the inspection he answered various questions regarding quality assurance procedures,
complaint procedures, trending of complaints and manufacturing processes. No deviations were
revealed.

MANUFACTURING/DESIGN OPERATIONS
Manufacturing process for §ii

by
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Quality Systems and Production Systems - , L
I requested Ms Williams provide the firm’s most recent annual product 1ev1ew for £S5 iy ¥

possible trend identified by the firm for €CHE ¢

generated.” I.requested Mr. Himmelsbach explam the detarls concerning these drssolutron results.
Mr. Himmelsbach informed the firm identified a possible trend for out of alert limits for the
dissolution restlis. However the dissolution test results were within compliance specifications. I

evaluated the assessment the firm had conducted into the impact of quality for the dissolution out of
alert limits described in § o and The firm evaluated the products b
stablhty hlstory expuatron erlod and overall im act on product quality. My review of the records
g ) p revealed no deviations. As requested Ms .
B annual product review dated € '
i1 reviewed this. document The records indicated that the firm conducted an.
evaluation of a poss1b1e trend for vrscosrry I requested Mr. Hlmmelsbach ‘explain in further detail S
- the viscosity results for investigations 4§ He explained L‘f’ e
that the results were outside the. alert limits but were within the comphance specifications. In =
addition, for 4 : and the low out of alert limit viscosity results were evaluated. As - b ¢
indicated in these he firm investigated the impact of these results on product quality. In be
addition, the firm evaluated their stability rogram and concluded that based on the amount of
stability data that currently exists for ‘] , the alert limits should be eliminated as a / ‘/‘ g
requirement of ganalytical procedure. I also reviewed the firm’s Annual Product review for-
"' Frésh Burst Listeriné dated 02 1/06 i ugh 01/31/07 provided by Ms Williams. T reviewed the'

‘sections Valldatron 8 Reports; and stability. My review revealed no 1?‘}'
deviations.

Ms Williams explained the Benefits Risk Management Center (BRMC) which office is located at
Johnson & Johnson Pharmaceutical Research and Development 100 Tournament Drive Horsham PA
19044 receives all complaints via the call center and processes all consumer complaints for products
manufactured and packaged at this location except for4ENIMENIINIE She explained the calls }r;- ‘)’
come into the complaint center and adverse events are revrewed by the (BRMC) and are then
~—referred to this site for further investigation if warranted. Complaints concerning product quality are
~also forwarded tg this location from the call center for further investigation. She provided the
procedure titled Investigating Consumer Complaints for J&J Consumer Healthcare Products
using the Product Quality Management System (PQMS). I requested to see a hst of complaints for
all products since the previous inspection excluding S RN roduct complaints b ¢
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were evaluated separately during this inspection (see below). Mr. Weeks provided multiple
.. spreadsheets - which  trended complaints concerning consistency texture; damaged containers;
o dlfﬁcult to open and foreign materials for the Benadryl; Listerine; Lubriderm and Neosporin product

summary complaint reports with Mr. Weeks. He explamed how the complamts

samples were received the firm’s investigations revealed that the roo cause was also identified as
backwash. My review of these complaints and supporting documentation revealed no deviations.

i T reviewed Complaintéi§

was one related complaint 4
related. I reviewed the complamt freport to determine if the product testing had
been evaluated for this lot and if all spemﬁcaﬁons were met. The firm evaluated the testing data and
reported the results in the complaint report. The stability data generated for this lot was reviewed by
the firm and reported in the complaint report. My review of the complaints revealed no deviations.

In addition, I requested to see a list of all complaints for G o0 complalnts
associated with adverse events received from the prevmus 1nspect10n to date and the current
* prescribing information. Ms Case provided a spread sheet that included this information and the
prescribing information. I reviewed this lis tfor
detalled complaint investigation 1eports

ik,
i

retains examined. No dev1at1ons were revealed. 1 rev1ewed complainti
explained for this complaint a sample or lot number was provided therefore the h_lstory of the lot
_.could not be evaluated. The firm evaluated the product history. The product complaint history;
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o’rher lots of this product manufactured Wlth similar efficacy complaints. The report indicated there
as investigated and found not to be processed
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- stability history for released lots was evaluated by the firm. I reviewed the report to see if the firm
had identified a trend of efficacy issues for this product. The firm’s evaluation of the products
history revealed no tends concerning efficacy. I requested to see the adverse event reports
M dwatch Form FDA 3500A fo Adverse Event Repo e '~t 575 S
; ' 1 R :~I<1eV1ewed these Medwatch reports'
ic and the reported time frames. My

event; type of ] report 15 day or p
review revealed no devratlons

I requested to see the firm’s complamt mvestlgatlon for review. Ms Case provided the Issue Report Tracking

il S Consumer ComplaingiSgio for my review. I reviewed this document. No field sample was ¥
obtained for this lot g The complaint history was evaluated for adverse events. I also reviewed the by
investigational ﬁndmgs The firm reviewed and evaluated the lab test results for this lot. Retains were
evaluated. My review of this investigational report revealed no deviations.

I requested to see a list of manufacturing deviations sorted by product since the previous inspection
for all products manufactured at this location. Ms Williams provide a spreadsheet listing the
deviations for the specrﬁc produets as requested. I reviewed this list for poss1b1e trends related to
product risk for the various products manufactured I requested fo see thegd

procedure’ titled Tt . i o
m formy review: I rev1ewed thrs doeurnent.‘ My revrew revea ed no devratrons

Accordlng to Ms Williams the firm had not filed any Field Alerts since the previous GMP
mspeetlon In addition, she explained the firm has not reworked or reprocessed any products since

the previous GMP inspection. She further explained the firm has had no validation failures since the
previous GMP inspection.

I requested Ms Williams provide a list of all rejected materials including batches since the previous
GMP inspection. She provided me with a list describing all of the rejected materials. I reviewed this
list for possible trends withi ' i
in detail and observed an¥ s :
The records indicated that a i by

'Accordmg to the records the root

_ - The impact on &Y
product quahty was evaluated and the lot was destroyed 1 requested Ms W1111ams rovide the firm’s

¥ My review of these records revealed no deviations. 5‘7‘

Ms Williams as requested provided a list of all their returned products and materials since the
previous GMP inspection. I reviewed this list for possible trends identified with specific products or
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lots of products. Ms Hostetler was also interviewed during the inspection and she explained the
process implemented for returned goods as well as rejected materials. My review of the records and
interview revealed no possible trends or deviations.

According to Mr, Himmelsbach the firm has had no stability failures fori§
or'dl since the previous GMP inspection.

I requested Ms Williams provide a comprehensive list of all of the firm’s changes made to all areas
of manufacturing since the previous GMP mspectmn She prov1ded thls 11st for my review, I
reviewed this list and requested to see thajil ; )
meludmg all associated documentation

: Accdmg to Mr. Littrell dissolve ,
reviewed the mm detail and observed the unpact on validation was evaluated in
ee the procedures associated W1th Change Control The procedure blf

was identi ed; descnptwn of the manufacturing process and detailed steps in manufacturing were
described. I requested to see where the critical process steps were outlined in the records. I observed
these steps were identified. The acceptance criteria were identified and specifications outlined for all
tests to be performed were explained. All analytical results met the specifications. The lots to be
placed on stability were also identified. There were no deviations observed for the validation
documents provided for my review.

Mr. Jenner and I discussed the ik

the cleaning validation final report, pro ocol and all assoe’ced data. He prov1ded these documents

for my rev1ew Mr. Jenner and I d1scussed the validation of soﬂed equlpment and the allowed time

samples testing and corresponding data. In addition, he explamed
samples I requested Mr. Weeks prov1de the cleaning 1os ori
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reviewed approved by Quality Operations. My review of tbese cleaning logs and validation records
revealed no deviations..

the previous GMP b
P As reucstcd Mr. by

| products are. ded1cate 1ncludmg the packaglng lines. I reviewed each of the manufactunngoders .
Each piece of equ1pmcnt was identified in the batch record he

U

were identified.. Ranges were also mcluded for dlffcrcnt phases of the process. The recorded data
was documented and batch records were complete. Mr. Wood explained how the Theoretical yields;
% usable yields; and accountable yields are calculated. I reviewed the calculations in the
manufacturing orders with Mr. Wood. The sample analysis reports and raw data were reviewed for
the in process dissolution testing. My review revealed no deviations.

are documcnted in thc batch and rev1ewcd I reviewed each of these batch records and the master .
batch provided for consistency. The quantity required of raw materials was listed in each batch and
amount used The cqu1pment used in the manufactunn process was listed in the batch record. The

[ were specified. The start times L

......

and completlon times were documented in the Bu]k Manufacturing Orders. Mr. Wood explamcd the
ch as actual yield, losses in manufacturing, % theoretical yields and the

specified limits JEHER I The baich records were reviewed for these calculations and specified by
limits. I also reviewed the raw dataand mple Analysis Reports for bulk testmg and ﬁmshcd
product testing. I reviewed the i BRI for the bulk and specific gravity, gl by
meurlty degradation testing and dissolution raw data and results for the finished product testmg My
review of these documents revealed no deviations.

Facilities and Equipment Systems and Material Systems

I explained to Ms Williams on the first day of the inspection that I would like to inspect the raw
material receiving.area of the facility. During the inspection of the raw material receiving area Mr.
Himmelsbach explained the firm’s procedure for receiving raw materials. I observed the area where
incoming raw materials are received. Mr. Himmelsbach explained how packaging components are
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sampled, inspected and approved by QC prior to being used in manufacturing. He explained that the

Bill of Ladings received are verified, reviewed and compared to what is received in the shipments.

The firm inspects the ray, materi damage Tickets are attached on pallets Information is
documented on the §§ ,‘ e ¥'A computerized receiving report is generated and ‘7"”
sampling plan initiated. Ms Williams accompanied me to the rejected caged area in the firm’s ’
warehouse. She explained all rejected 1tems are stored in the locked caged area separated from. other
products. I requested to see the firm’s 4§ . -
documents and accounts for rejected matenals Ms Wﬂhams prowded the forms requested I
reviewed “of these forms. All products that were observed in the rejected cage had been b‘/’
documented on the forms accordingly. My review revealed no deviations.

I requested Mr. Himmelsbach explain how raw materials and container closures are sampled and
inspected upon receipt. He explained about visual exams of container closures. He explained pallets
are checked before they are taken into the sampling booth. COA received with each shipment of a lot
and are reviewed. Employees verify the cleaning has been documented and environmental
conditions and pressures are correct of the sampling booth. The raw materials intended to be
sampled are moved into the sampling booth. The bulk description is checked against what is in the
containers. Samples are obtained using specific samlmg mstructlons Samphng reports are mltlated

Mr Himmelsbach prov1ded the procedure titled (R S b

were followed. He p1ov1ded these recordsas well as the re-assay‘ assoc1ated laboratory data for my
review. The firm employs a FIFO system. No deviations were revealed.

According to Mr. Himmelsbach th

manufactured at thegi Internal a;nnual by
- audits are conducted a cation. The active is ID tested using and IR method and description of
the active is verified at this location. No dev1at10ns were revealed.

Mr. Littrell accompanied me during the inspection of the USP Purified Water System USP Punﬁed
Water is used to manufacture the products at thlsfac111ty Mr thtr 11 ‘ !7 ¢

ith Ly

the actual equipment used to process the USP Purified ater I requested to see the Sample Analysis
- Reports for the Purified Water, USP since the previous GMP inspection. Mr. Himmelsbach provided
these records. I selectively reviewe f these reports. I reviewed the microbial limit-total aerobic ‘b},
count data. I requested to see the firm’s most recent annual report for the Purified Water System.
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Mr L1ttrel explamed the sample point tag number for the il
Ky P both of these points are sampled B1~week1 ‘

I 'queste'
since the

to see all of the firm’s “:j’r’
rev1 us GMP msecuon for the USP Punﬁed Water System. 1 Was rov1ded w1th

. Ly
; and No.w I reviewed each of the in detail. Specnﬁcally, blf
o see if the firm reviewed the testing parameters and calculations, media used, by
as processed correctly per sampling procedures. If an a551gnable cause“was

ated and if one could not be found was the investigation expanded. I also reviewed each of the
to deterrninc if retesting had been conducte’d per pr.ocedures and if so what were the results. %
Corrective actions were reviewed for each of the:

assurance review was conducted and documented with a 31gnature and date No deviations were or
possible trends were observed

reviewed the {g
and if the sampl,
]

‘Mr, Hunmelsbach prov1dedk the followmg procedures for my rev1evv as reuested

no deviations.

I inspected the firm’s raw material receiving warehouse; rejected areas; incoming raw material
sampling areas and released inventory areas. Various products such as bulk raw materials and -
finished products were stored on pallets off the floor and away from the walls. I observed no open
raw material containers exposed to the environment. Areas were designated and separated to prevent
cross contamination of mix ups. My inspection of these areas revealed no deviations.

M, Hlmmelsbach ‘provided the document tlﬂed

:- for my review. 1 rev1ewed the mstallatlon quahﬁcatxon
results and operatlonal quallﬁcatlon results. I also reviewed the document to determine if any

deviations had occurred during the qualification and if so were the deviations documented. There
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. were @deviations; theﬁdewatlons were documented and evaluated accordingly. I requested to see éJ

the most recent semi annual inspectional reports for Wi and calibration records for the L4

b Mr. Himmelsbach provided the Work ,Orders aud calibration records requested. I b

reviewed the following Work Orders: ‘55s N | 2lso reviewed the most &%
recent Instrument Calibration Data Sheet for fhe$ A No dev1at10ns were revealed. '

According to Ms Williams all areas in the facility are non-classified. The manufacturing areas
employ an HEPA air handling system.

Laberatery Contrel System and Packaging and Labeling System é
d and non conﬁrmed 0O0S 1nvest1gat10ns for 588 4 - +

were reviewed and approved by a QA reviewer. My review revealed no deviations. He also provided
the procedure the firm uses to investigate laboratory OOS. My review of these documents revealed
no deviations.

The analytical records fordiis e

during the batch record review descn ed above mthe section of the EIR Quality Systems and
Production Systems These records were rev1ewed for analytlcal and micro testing performed for the

L

Mr. Himmelsbach provided the records and explamed the IR infrared spectrum of a potassrum
bromide dlspersmn of the test substance exhibits maxima or minima only at the same Wavelengths as

degrdatron test; and microbial hmlts

I reuested to see a hst of the laboratory equlpment used to analyzes

SOTR T 18 list I requested to see

the LC used spe01fically n the testmg for lot § b 1 reviewed the Installation Qualification &%
Protocol and Annual Operation Qualification dated§ In addition I reviewed the analytical by
testing data for“ for the system suitability checks. My review ‘rvealed no dev1at10ns I

requested to see the Installation Qualification for the dissolution bath?
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Qualification. This dissolution batch was used in the testing of lotile I reviewed the reports L &
and results. My review revealed no deviations. I requested Mr. Himmelsbach provide all of the
investigations conducted for equipment failures in the laboratories si he previous GMP
inspection. He provided the investigations as requested: I selected- e 0 review. This b 4
investigation documented a deviation of the alarm system while the equipment was being calibrated. '
The impact on quality of the products was addressed in this investigation. My review d'd_n reveal
AR, concerning thedil
which was found to be out of tolerance. I rev1ewed the investigation to dete e firm had
“evaluated the data obtained using this instrument and if there was any impact on the data due to the
out of tolerance reading. The firm had reviewed the data and determined that the data obtained was
not effected by the out of tolerance reading. My review of the investigation reviewed no deviations.

b¢

B ) receives the stablhty samples and is ‘7*
responsible for testing the samples and has all the associated documentation and records. No
s stability studies are conducted at this location. I requested to see the stability protocol for b
enad.ryl Cream 1% (non aloe) that is tested and evaluated at this location. I reviewed the specific
tests conducted and the corresponding specifications. I reviewed the test data for Lotmat pull ,lamf/
dates months 00; 03; 06 and 09. My review of these records revealed no deviations. Mr. Courtot
explained the stability chamber alarm system. Specifically he explained that the small stability . ,
chambers have@sensor and the large stability chambers havemsensors at monitor the Y -
temperature and humidity. The stab111ty chambers are monitored by an (i iy by
alarm system The firm utilizes g gsystem. When an alarm is 1n11:1ated not1ce are Ly
sent via email to designated 1nd1v1dua1s and is followed up by automatic phone calls. The system
keeps calling individuals until someone is reached and the stab111ty system returns to spec1ﬁcat10ns
Emails are always sent out automatically to inform des1gnated i 1s ) the !9‘7"

According to Mr. Himmelsbach fori ey e T

requested Mr. Courtot provided the document trtl 7
il i : Y i I L’/ R

' and computer L s
system for the stability chambers. My review of these documents revealed no dev1at10ns

BRI BT (L e e e e

An inspection was conducted of the micro-laboratory and analytical laboratory. Ms Pugliese and Mr.
Witmer accompanied me during the inspection of the micro-lab. Ms Butler accompanied me during
the inspection of the analytical lab. Mr. Himmelsbach was present for the inspection of both labs.
During the inspection of the micro-lab I inspected and evaluated the firm’s procedures; records of
receipt; preparation and labeling including storage for the microbial media. I also evaluated the
testing of the media. I inspected and evaluated the procedures, storage, receipt and testing for the
firm’s biological indicators. My inspection of the micro-lab revealed no deviations. An inspection of
the firm’s analytical lab was conducted. Mr. Himmelsbach explained how samples are processed in

: # 1 inspected various pieces of equipment, lab note books and sample reports during the L
mspectlon Mr. Himmelsbach explained how receipt, labeling, storage of analytical reference '
standards are processed. During the inspection of the analytical lab I observed some
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Please see section of the EIR titled !9'/’

Line and Labeling Lineg
Packagmg 2001 Packagi

Labelixig e; LACB Packaging and Labeling Lines. I observed the
During the inspection of the packagmg and labeling lines I observed the L“f’
locked cages used to store labels; and the controlled'label room, Mr. Woods provided the Iabehng

and packaging documents regarding (il e andy I reviewed the Shop Packet;
finished product labeling; Finishing Supply Usage Reports (bottles); Bulk Waste Forms for Bottles;
Packaging Label Reconciliations Form; Labeling Requisition Packaging Bottle Documentation and
Line%Paekaging Documentation. Mr. Saif explained labeling control. He explained how the L4
acceptance and review that is conducted for labeling acceptance; how labels are stored both
approved and-returned for destruction after issuing. He informed that the firm uses a validated

& ¢ which'is online and amabel check is conducted. Any 1 bel that do not meet the
speclﬁcatlon the system will reject. AH packaging lines have the ¥ '

Ly

uested thefollowmgprocedures for my rev1ew ]i‘)’
Prmted by

@ Packaging Manual b“}/

4P 2 claging cumentatmn w bL}‘
: Packagmg Documentatlonm My review L
- of the records and mspectmn of the Labeling and Packagmg Lines revealed no deviations. o

* MANUFACTURING CODES
Accordmg to] illi

as th‘

For example a product manufactured is a331g11ed the Lot

Wgenerated 4
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Rt for myb\//

. Ms Williams provided the procedure titled {EuESRNRE AN
review. My review of the records revealed no dev1at10ns

RECALL .

On 04/ 11/07 the firm initiated a voluntary nation wide consumer recall of all lots of GLACIER

MINT ™ and Bubble Blast ™ flavors of Listerine ® Agent Cool Blue Plaque-Detecting Rinse. The

- voluntary recall was initiated by the firm because of the preservative system was not adequate '
agamst m1croorgamsms The firm stopped manufacturmg the product Please sec @i i k

<

correspondmg with Thlnh Nguyen Director of Combination Products (FDA Center Contact Person).
According to-Ms Williams the firm has revised the label which previously read Listerine Agent Cool
Blue Plaque-Detecting Rinse (Glacier Mint) and now reads Listerine Agent Cool Blue Tinting Rinse
(Glacier Mint): The label Listerine Agent Cool Blue Bubble Blast also now reads Tinting Rinse.
Please see exhibit-6 for the new labels for Listerine Agent Cool Blue (Glacier Mint and Bubble
Blast). According to Ms Williams the product is now considered a cosmetic

Deyice. As requested she rov1ded the‘ ew formulation data

B Please see exhibit-10 for details. I requested she prowde the followmg‘
documents for the reformulated Listerine Agent Cool Blue (Bubble Blast and Glacier Mint): -
Research and Development Batches: R & D Preservative Effectiveness Testing Summary' Data

Results; Pilot Scale Preservative Effectiveness Testing Data Results;and- the Full Manufacturing

Scale Preservatlve Effectlveness Test Data Results. These documents were eolleeted and submltted "

] o reviewed the document t1t1e : ' ;

;;;;;;

Event omplamt for the recalled Listerine Agent Cool Blue (Bubble Blast
and Glacier Mint) investigated at this-location since the previous inspection. Ms Case provided this
list. I requested to see the mvest1gat10ns for the followmg Adverse EventCom lamts Trackmg #

I hiéheeted the manufacturing, packaging and labeling line for Listerine Agent Cool Blue Bubble
Blast and Glacier Mint. Ms Williams was present during the inspection of these areas. I inspected the
equipment Bulk Manufacturing Orders for both products. My inspection revealed no deviations.’I
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requested to see the Product Recall Procedure QSP1036. Ms Williams provided this procedure. My
review revealed no deviations.

OBJECTIONABLE CONDITIONS AND MANAGEMENT’S RESPONSE

No Form FDA 483 Inspectional Observations was issued to the firm. However the wer@dwcussmn Bf’ '7[’
items addressed with management for the following:

During the 1nspect10n of the analytlcal lab I observedg being stored in the Lo
same area as the g  Specifically, the GRS B v in : et
adjacent to the §8 " § Mr. Himmelsbach explained that an S e b b‘f’
il 3 i e stand d utilized by Lititz Analytical Services 8 Wi L

Te prov1ded a draft Procedure tltled bd

raw materials are in quarantlned status§ } and ingll 8 in the

firm’s automated @SS 8 1 requested to see the rocedure where it explams that ‘unapproved

- products. being tested are in anm via theiie 8 and therefore are prevented from b‘/’

being used to manufacture products or released. Mr. W explained they did not have such a.

procedure spe01fymg that for my review. As corrective action he provided the document explaining

how materials will be received in a Quality stock status (designated by Q). Please see exhibit-14 for

_ details. 1 reviewed this decument My rev1ew revealed no deviations. He explained the firm is
changing over from the ST e T . ‘54’

. During the review and inspection of raw material receiving and testing Mr. Weeks explamed that lt o

- REFUSALS
There weré no refusals during this inspection.

CLOSING DISCUSSION WITH MANAGEMENT

On 05/16/08 closing discussions were held with management. The following individuals were
present: Bobette Williams, Director, Quality Assurance; Tom Himmelsbach, Manager Quality
Assurance Laboratory; David Burton, Site Leader Lititz; Jake Harding, Oral Care; Michael Streb, PE
Lean; Drew Bradley, Business' Unit Leader Personal Care; Scott Weeks, Manager Quality
Assurance; and Judy Case, Manger Quality Assurance. Prabhu P. Raju, Investigator and I were also
present. I explained the systems evaluated during the inspection and reviewed the two discussion
items; please see section Objectionable Conditions and Managements Responses for details. There
were no questions so I concluded the inspection.

SAMPLES COLLECTED
There were no samples collected during the inspection.
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EXHIBITS COLLECTED

1. Copyofa hst of Product Currently Manufactured / Packaged at the L1t1tz Facility 2 pages.

2. Copy of thefg R il G A (13 pages). g,b"f
3. Copy of the L1t1tz OrgamzatronChart 3 pages)

4. Copy of the Lititz Microbiology Laboratory Orgamzatlonal Chart (1 page).

5. Copy of the Process Flow Diagram for & ol 45 "f

6. Listerine Agent Cool Blue Labeling and Formulatlon Sheets (5 pages)

7. Copy of the Formula Data Sheet for Agent Cool Blue Bubble Blast with 4l

pages).

8. Copy of the Formula Data Sheet for Agent Cool Blue Cool Mernmmt with .
pages).

. Copy of the list of ingredients Wthh mcludes 4

11. Copy of documents for the reformulated Listerine Agent Cool Blue (Bubble Blast and Glacier
Mint): Research and Development Batchés: R & D Preservative Effectiveness Testing Summary
‘Data Results; Pilot Scale Preservative Effectiveness Testing Data Results;and the Full

Manufacturing Scale Preservatwe Effectweness Test Data Results ( 20 pages)
12. Copy of the document titled FERE g
, 5 pages). - R - R
13. Copy of provided a draft Procedure trtled M submitted as corrective action (17 pages). b iy

14. Copy of the document explaining how materials will be received in a Quality stock status
(designated by Q) submitted as corrective action (1 page).

ATTACHMENTS
1. Copy of the Form FDA 482 Notlce of Inspection dated 05/12/08.
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