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SUMMARY 

Inspection was conducted in accordance with HFS-615 Assignment Memo dated 6/30/08 
"Inspections to be Conducted Vnder the Dietary Supplement Current Good Manufacturing PractiCe 
Regulations (21 CFR Part 111)" (FACTS Assignment 951846), FLA-DO FY 08 Work plans, under 
Compliance Program 7321.008, Domestic and Import Dietary Supplements. Inspection focus~d on 
production and process controls for Naturalist Milk Thistle Complex, and Osteo Bi-Flex Joint Shield 
·Fonnula with 5-Loxin Advanced Triple Strength. 

Previous 10/3-912001 inspection was classed NAil no 'FDA-483 \vas issued. 

Currcnt inspcction was thc initial inspection of this finn under the Dietary Supplement cGl\,IPs; 21 
CFR Part 111. The inspection covered specific catcgori('s listed ill the Assignment Memo, which 
indlldcd, hut was Ilotlimikd to Ihe receipt of raw mall:rials; testing, storagc~ manufacturing, 
packaging, lab~ling, and distribution of linislh:d products, and lluality assurance "cti\'iti~s rclar~:J 10 

l'<Igc I or 2S 

.. ,'. , 

, . 
. :' 
/~ 

" 

.,
,::(1

" 

.	 i~~ 

'~~1:~~ 
'.' § 

~.';~!~ 



I ' , ;~~~~, :~~:'L]~ J ~:... 
" " 

Establishment InspeCtion I{eport FEI: IO~7582
 

NOTY Inc" EI Start: 8125,2008
 

Boca Raton. FL 33..J87-J528 EI End: (,h05i2110S
 

the aforementioneu operations. The inspection resulted in issuance of FDA-483 to Raymond
 
Stadnick, Vice President, Quality Compliance, listing the following: .
 

I.	 Failure to keep documentation of the date of use, cleaning and sanitizing of equipment used 
to prepare coating solutions tor dietary supplement tablets. The last entry by the operator on 
the cleaning log for the'SolutionPrep Room was 7/26/2008. Coating solutions were prepared 
routinely in this room after 7126/2008, and as recent as 8/2712008. 

2.	 Batch production records did not include the actual results obtained during a monitoring
 
operation. Records for monitoring raw materials ("Raw Material Dispensing Sheet") in the
 
Weigh Room did not include each partial raw material weight and the identification of the
 
equipment used. .
 

3.	 Personnel di'd not use hygienic practices to the extent necessary to protect against 
contamination of dietary supplement ingredients. 

:'1 

a.	 Personnel did not wear outer gannents in a manner that protected against 
contamination of dietary supplement ingredients. 

b; Personnel used gloves that were not clean or stored in a sanitary condition. 

Discussion Items not listed on the FDA-483: 

Batch records did not contain required documentation ofcleaning performed or a cross
 
reference to tbe cleaning logs. Mr. Stadnick stated that he would add a cross reference to the batch ,
 
records to comply with this requirement. " ,'. 1-'\t~ 1
 

. The firm's Raw Material Specification and Evaluation Report fo~ Component 
#10623 shows th"e method ofidentificaiion testing as uHPLC", but the fi~uses UV for this 
test. Mr. Stadnick had the form changed to reflect the actual method. He said that the finn planned 
to switch to HPLC when they obtain the appropriate standard. 

The MMR's contained specifications for each step in the manufacturing process but did not . 
include examples of the product .labels. Mr. Stildnick stated that an e;lCample of produet labels would 
be included in the MMR's. '. , 

Mr. Stadnick stated that the firm would address the deficiencies discussed during the inspection. 
Corrective actions completed during the inspection included writing new SOPs for all three items 
l'isted on the FDA-483, and providing individual training on these procedures. Sanctions available to . 
FDA were discllssed with Mr. Stadnick. 

Follow-up investigation was conducted lor several complaints listed on the FACTS Assignment. An 
Alert brochure and wallet cards were provided to the timl's management and food defense was 
discllssed. There \V~re no refusals. No samples were colkctcd. 
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.\DMINISTR·\TIVE DATA 

(nspected finn: NBTY Inc. dba NBTY R~xall Sundo\vn 

Locations: •	 901 Broken Sound Parkway NW, Boca Raton, FL 33487­
3528 (Manufacturing Plant): FEI 1047582 

•	 I I I 1 SW 30th Avenue, Deerfield Beach, FL 33442 (Raw 
Material Warehouse / Quarantine / Packaging): FEI . 
3003762014 

•	 1297 Clint Moore'Road, Boca Raton, FL 33487 (Finished 
Product Distribution / Returned Goods Warehouse): FEI 
3000203614 

Phone: 561 999~2400 

FAX: 561 999-6800 

Mailing address: 901 Broken Sound Parkway NW, Boca Raton, FL 33487-3528 

Dates 0 f inspection: 

Days in the facility: 

Participants: 

8125, 8126, 8/27, 8128, 8129,9/5/08 
6 days 

Mary F. Bodick, Investigator 

Susan M. Turcovski, Supervisory Investigator 

. . 

NBTY inc. dba NBTY Rexall Sundown (refe~ed to in this report as NBTY Rexall) operates out of 
three separate locations: 901 Broken Sound Parkway NW, Boca Raton, FL 33487-3528 
(Manufacturing Plant) referred to in this report as Building 901; 1297 Clint Moore Road, Boca 
Raton, FL 33487 (Finished Product Distribution / RetumedGoods Warehouse) referred to in this 
report as Building 1297; and 1111 SW 30th Avenue, Deerfield Beach, FL 33442 (Raw Material 
Warehouse / Quarantine / Packaging) referred to in this report as Building 1111. Inspection was 
perfonned at all three locations due to their interrel,ated processing operations. 

On 8125/08, federal credentials were displayed and FDA-482, Notice of Inspection was issued to 
Gentry E. Ellis, Manufacturing Manager, 901 Broken Sound Parkway NW, Boca Raton, FL 33487­

.3528 (Manufacturing Plant). Mr. E1lis was the most responsible individual present at the finn by his 
own admission. Mr. Raymond (NMI) Stadnick, Vice President, Quality Compliance, arrived at the 
timl later that day. Mr. Stadnick stated that he was designated by the NBTY corporate office to he 
the primary contact for FDA inspections. Credentials were displayed to Mr. Stadnick, and he 
llirccted pcrsonnel to provide infonnation to the inspcctional team. 

On 8/25/08, I discussed the ALERT initiative and provided ~vlr. Stadnick \vith 3 hrochures, 3 walkt 
cards, and a printout from FDA's wcbsite dated'July 17,2006 crltitkd ·Food Defense and TCITorisl1l. 
ALERT: Thc B;lSics. 
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. On Si28/OS, federal credentials wl:rt: displayed and FDA-482, Notice uf Inspl:ction \Vas issued to 
~tichad E. OlJry, Distribution Manager, NBTY Inc. dba Rexall Sundown, 1197 Clint Moore Road, 
Boca Raton, FL33487 (Finished Product Distribution I Returned Goods Warehouse). 

On 8129/08, federal credentials were displayed and FDA-482, Notice of Inspection \vas issued to 
Dennis P. Callaway, Assistant Manager, NBTY Inc. dba Rexall Sundown, IIII SW 30lh Avenue, 
Deertield Beach, FL 33442 (Raw Material Warehouse I Quarantine 1 Packaging). 

On 9/5/08, FDA-483, Inspectional Observations, was issued to Raymond (NMI) Stadnick, Vice 
President, Quality Compliance. 

This report was written by Mary F. Bodick, Investigator. 

HISTORY
 

Accoraing to Mr. Stadnick, Rexall was acquired by NBTY on July 23,2003. Mr. Stadnick provided
 
a list of all NBTY Divisions and Brands located throughout the U.S~ (E~hibit #1). Included in the
 
list are'divisions: Rexall Sundown, Nature's'Bounty, Puritan's Pride and Vitamin World. Brands
 
include Metrx, CarbSolutions, Disney, Osteo Bi-Flex, Sundown, Naturalist and Puritan's Pride. Mr.
 
Stadnick also provided a list ofNBTY locations that includes manufacturing, packaging,
 
distribution, and offices (Exhibit #2, 2 pages). It was reported by Mr. Stadnick that NBTY Inc. is
 
the.official name for the Boca Raton, Florida facility.
 

The firm's corporate filing information and annual reports are on the attached printouts from Florida
 
Department of State website, www.sunbiz.org (Attachment #1, 16 pages). The firm has four active
 
filings: '
 

.NBTYA~quisition, LLC, filed 06/26/2008, state ofDelaware, mailirigaddress 2100 
Smithtown Avenue, Ronkonkoma,NY'11779, no annual report,',no officers listed. (pages 1- '
7) , ' , '., '" ," , . 

•	 NBTY Manufacturing, LtC, filed 08/19/2003, state ofDelaware, mailing address 2100
 
Smithtown Avenue, Ronkonkoma, NY 11779, annual report dated 3/512008, officers: Joseph
 
Looney (P), Hans Lindgren (SMGR),Harvey Kamil (MG~l). (pages 8-10)
 

•	 RexaH,Inc., filed 0 I113/2003, state of Florida, mailing address 2100 Smithtown Avenue, 
. Ronkonkoma, NY 11779, animal report dated 3/11 12008, officers: Hans Lindgren (SD),
 

Harvey Kami1 (PD). (pages 11-13)
 

•	 Rexall Sundown, Inc. filed 07/11i2003, statc of Florida, mailing address 21 OOSmithtO\vn
 
Avenue, Ronkonkoma, NY 11779, annual report dated 3/512008, officers: Harvey Kanli1
 
(PD), Hans Lindgren (SVD), Joseph Looncy (VAS). (pages 14-16)
 

Mr. Stadnirk provided a copy of the Iin;l's Florida operations Organizational Charts, Exhihit #3, 8 
pa~rs. 
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The three timl locations (Building 901, manufacturing; Building 1111, raw material/packaging; 
Building 1297, distribution/returned goods) are each,registered in accordance with The Public 
Health Security and Bioterrorism Preparedness and Response Act of 2002. 

Hours of Operation: 

•	 901 Broken Sound Parkway NW, Boca Raton, FL 33487-3528: Manufacturing, three shifts, 
Monday-Friday, 7:00 a.m. - 3:30 p.m.; 3:00 p.m. - II :30 p.m.; 11 :00 p.m. - 7:30 a.m.; 
Sunday shift 11 :00 p.m. - 7:30 a.m. (Monday); Friday last shift ends at 11 :30 p.m. The 
laboratory works 151 shift, Monday-Friday, and on Saturday (hours determined by analysis 
requirements). 

•	 1111 SW 30lh Avenue, De~rfield Beach, FL 33442: Packaging, two shifts, Monday-Friday, 
7:00 a.m. - 3:30 p.m.; 3:30 p.m. - midnight. 

•	 1297 Clint Moore Road, Boca Raton, FL 33487: Distribution, two shifts, Monday-Friday, 
7:00a.m. - 3:00 p.m.; 3:00 p.m. - 11:30 p.m. 

Correspondence should be addressed to: Raymond Stadnick, Vice President, Quality Compliance, 
NBTY Inc.-dba NBTY Rexall Sundown, 901 Broken Sound Parkway NW, Boca Raton, FL 33487­
3528. A copy of any correspondence should also be sent to: Hans Lindgren, Senior Vice 
PresidentlDirector of Operations, NBTY Manufacturing LLC, 2100 Smithtown Avenue, 
Ronkonkoma, NY 11779. 

INTERSTATE COl\Il\fERCE
 
According to Mr. Stadnick, the firm distributes.of its
 
in the wholesale market. Examples ofcustomers mclude
 
branded products.
 

JURISDICTION 
Mr. Stadnick stated that in addition to the firm's own-label products, it contract manufactures and 
repacks dietary supplements and applies customer labels on the products. Mr. Stadnick stated that all 
labels/labeling are approved and provided by the corporate office in New York. The following
 
labels were collected (list includes quotes from the labels):
 
Exhibit #4, to pages:
 

Page 1 and Page 2: Naturalist Milk Thistle Complex ....*Promotes Healthy Liver Function***Milk
 
Thistle Extract 240 mg·" (Silybum marianum) (seed) (Standardized to contain 80% Silymarin, 192
 

.111g)"
 
':<1,. Note: the fim1 had two versions of this labd, pag~ I is the "old" version reading "Manufactured by 

.' . 
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Estahlisiul1cnt Inspectiun Report 

'NBTY hlC. 

Boca R:lton, FL 33487-3528 

FEI: 

EI Start: 

EI End:. 

10-l7582 

S/15:200S 

9/0512008 

Rexall Sundown, Inc. Boca Raton, FL 33487 USA"; and page 2 is the "n~w" version that adds "I­
SS-VITAHELP (848-2435)" to the address. I vcritied that the finn is lish:d in the Ydlow Pages for 
Boca Raton, FL so the first version complies \vith label requirements. 

Page 3: OsteoBi-Flex Joint Shield Fonnula with 5-Loxin Advanced Triple Strength 
"**"'Glucosamine Chondroitin + MS~'l**'" ,Proud sponsor of the ARTHRITIS FOUNDATION"''''''''' 

Page 4: Osteo Bi-Flex Joint Shield Fonnula with 5-Loxin MSM Advanced with Hyaluronic Acid 
""'''''''Proud sponsor of the ARTHRITIS FOUNDATION"''''''''' 

;-. 
'. 

Page 5: Spring Valley Natural Whole Herb Cascara Sagrada """'DIGESTIVE/COLON 
HEALTH""''' 

Page 6: Rexall Naturals Sublingual Dots B-12 500 MCG ""'''''''Place tablet under tongue for 30 
seconds before swallowing"'''''''Vitamin B-12 500 mcg (as Cyanocobalmic) "''''''' 240 Micro­
Lozenges" 

Page 7: Serpent with Super Goat Weed ""'''''''MALE PERFORMANCE"''''''' Yohimbe 2% Extract 
(bark) (Pausinystalia yohimbe) 100 mg"''''''''' 

Page 8: Sundown Naturals St. John's Wort """""'Promotes A Positive Mood"''''''''' 

Page 9: Sundown Naturals Super Potency' Sublingual B-12 6000 MCG""'**Quick Dissolving"''''''' 
PLACE TABLET UNDER TONGUE FOR 30 SECONDS BEFORE SWALLOWING"''''''' Boosts 
Ene~gy Metabolism"''''''''' 

Page 10: Marvel The AmazingSpider~manComplete Children's Multiple,Vitamin and Mineral > 

Supplement ""'''''''With DHA"''''''' DHA (Docosahexaenoic Acid) (From'Fish Oil)" 

A list of products provided by Mr. Stadnick is Exhibit #5, 10 pages. 

INDIVIDUAL RESPONSIBILITY AND PERSONS INTERVIE\VED 

Sec Organizational Charts, Exhibit #3, 8 pages. 
. ~ 

901 Broken Sound Parkway, Boca Raton, FL 33487 

Raymond (NMl) Stadnick, Vice Presidellt, Quality Compliance. Mr. Stadnick stated that 111: was 
responsible for 4uali,ty assurance and 4uality control compliance for all three NBTY Florida, 
locations. He was present on the first and last day of the inspection. He stated tlwt he hat! to travel 
011 company business ll.)!" the other inspectional days, hut directed Rohert S. Feldman to be our 

. Page Ii \If.:!S 
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cont~ct and provide infonllation as needed. ~.Ir. St,adnick reports to Hans Limlgrcn, Senior Vice
 
. PrcsidcntJ'DircctorofOpcrations. Mr. Lindgrcn'softice is at NBTY fnc, New York.
 

Robert S. Feldman. Manager, Quality Assurance. Mr. Feldman was our primary coritact 8/26­

8/29/08. He stated that he was responsible for quality assurance compliance including complaint
 
follow up. He provided infonnation, documents, and arranged tours of the three NBTY/Rexall
 
operating facilities. Mr. Feldman reports to Raymond Stadnick.
 

Alfred Shoemaker, Manager, Quality Control. Mr. Shoemaker stated that he was responsible for 
quality control compliance. Mr. Shoemaker reports to Raymond Stadnick. 

Gentry E. Ellis, Manufacturing Manager. Mr. Ellis said that he was responsible for the .
 
manufacturing operations for dietary supplements. He accepted the FDA-482, Notice of Inspection,
 
as the most responsible individual present at the 901 Broken Sound Parkway NW, Boca Raton; FL
 
location ofNBTYlRexall. He accompanied us during tour of the manufacturing plant and provided
 
information and documents regarding manufacturing and equipment maintenance cleaning
 
operations. Mr. Ellis reports to Dan Parkhideh, Senior Vice President Manufacturing~ NBTY, Inc.
 
New York.
 

Lynn Boland. GMP Trainer. Ms. Boland stated that she is responsible for all employee training
 
activities, regarding good manufacturing practices and OSHA compliance.. She said she also assists
 
Mr. Feldman in complaint follow-ups if they are related to illness or injury. Ms. Boland provided
 
SOPs and training records for employees when requested by the inspectional team. She said that she
 
works out of Building 901 and Building 1111. Ms. Boland reports to Robert Feldman.
 

-- tated that one of her duties is to f~llow up 'L.\I":) .', 
o~cofisum,~r cp~plain~~' with., provid~d the firm 'sconsumer complaintl6g lg ,.... ' 
and documents regarding consumercomp1a1t1t, 0 <?w-ups for reyiew, and copies of comphiint .' .. ' .' , ..l 
documents we requeste'd. She reports to R"aymond Stad~ick.· . i 

Robert Demings, Supervisor, Blending. Mr. Deinings was present arid was observed supervising 
staff (Paul Nieves and Roger Ridley) when Blending Room operations were observed. According to 
the Organizational Chart, Mr. Demings reports to Gentry Ellis. 

c. 
'.' 

Raymond Brown. Supervisor, Weigh Room. Mr. Brown was present and was observed supervising 
staff(Vanna Jeffries, Marta Romeiro, and Charlie Johnson) when Weigh Room operations Wl:rc 
obscrvl:d. According to the Organizational Chart, Nfr. Brown reports to Gentry Ellis. 

Curtis Brown, Supervisor, Coating. t\1r. Brown was pn:s~nt and was observed supervising coating' 
opl:ratiolls ,.... hen coating solution mixing Was observed, and ~quipm~nt cleaning logs wer~ n,.'view~d. 

:\1r. Brown n:pol1s to Gentry Ellis. 

Page: 7 of 28 
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Earl Semper, Supervisor, T~bleting. Mr. Semper ,vas present and was ubserved supervising 
cOl11pression/tablcting operations staff (Robert Deane) \vhen tablding operations were observed. Mr. 
Semper reports to Gentry Ellis. 

stated that he was responsible for~ , 
equipment maintenance, and t_rai~ing operators on how to operate the machines (e.g. tableting, . b~'" 
encapsulating machine~dand explained procedures regarding equipment maintenan '(' 
during the inspection._reports to Will Kiselak.·· ~. 

- said he was ac~ingJor Richard Evans? Pla~t , ta·\(e,)-..' . ' .
'.. ngll1ee~/, aCI lties Mana,ger, wh~s ~as on :va~atl?n._provided a tour ,and 
explanation of the finn's water systems, mcludmg the DelOmzed~system. ,
 
reports to Sean Parkhideh,' Director, Engineeririg.· .'
 

Viviana Brazofsky, Manager, Microbiology Laboratory/Quality Control. Ms. Brazofsky provided a 
tour 9f the'microbiologylaboratoryaiid explained microbiological testing proce~ures of raw 
materials prior to Quality Control acceptance for use. Ms. Brazofsky was only present on 8/27/08. 
Ms. Brazofsky reports to Raymond Stadnick. 

. ._provided copies of SOPs and infonnation . 'h)Ce.)
regarding quality control mie.ropiology testing activities during the inspection._ reports to 
Ms. Brazofsky. . . . . . . . . 

John Fox, Supervisor, Quality Control/Chemistry Laboratory. Mr. Fox stated that hewas the s~cond 
shift9uality co~trol sup~rv;sor..He provided infqrmatioil througbMr. Shoemaker,r~gardingqu~li~y . 
cop.trolactivities during the in~pection.· Mr. fo~(reports to Alfred Shoemaker.· .' ., '. 

. '.' :~"'. \.' ' . .. 
:.~..' 

. " ~~. ," .. .. ," ­

Mano'j Bnihrnbhatt. Sup~rviso'r, Senior Scientist, Quality C~ntrol/ Chemistry Laboratory. Mr. 
Brahmbhatt stated that' he was the quality control laboratory s~pervisor. Mr. Brahmbhatt provided 

. '.­ .r';. ,... 

ldcnti lication system :for pure orgi1l1ic.compounds 
in dietary Stl ,. I~Jih:lilsJ1lanufacturcd 

I h

infonnation regarding quality control analysis performed on products through Mr. Shoemaker. Mr. 
Brahmbhatt reports to AI fred Shoemaker. 

__pcrfonning'1I1 assay ofGlucosamine(talt4,),tt 
~Fux . 

_cmonstratcd how the finn uses th~_ 
dctcmlinc the idcnti ficatio~ 

by th~ liml:.. also demonstrated how to chalh:nge \ 

05)"I<111 , rcpo,\i~\Elrahmhhn,t. .. I ~\l.1 
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aging facility. He Sal 

'. ecause is .supervisor, Neville C~mpbdl, Mana~er, Packa?ing,.was at another plant (bV,), 

Computer Program System used by the finn. 

Establish I1ll'n t II1spe~lion Report FEI: IO-t7582 

NBTY [nco EI Start: 8/25/2008 

,Boca Raton, fL 33487-3528 , EI End: 9;05/2008 

xplaincd the way lot numbers are 

1297 Clint Moore Road, Boca Raton, FL 33487
 

rvlichael E. Ollry, Distribution Manager. Mr. Ollry accepted the FDA~482, Notice of Inspection for
 
the Distribution Warehouse. He said he was responsible for the distribution of finished products and
 
disposition ofretumed goods. He provided a tour of the facility and documents and infomlation
 
requested by the inspectional team. Mr. Ollry reports to Tony Camerlellgo, Vice President
 
Warehousing & Distribution; NBTY j Inc: New York. :
 

Michael A. LaMere, Supervisor, Receiving. Mr. LaMere explained the flow of operations at the 
Distribution Warehouse: ~. LaMere reports to Michael E. Ollry. , 

ex Jained the gu.lity control procedures for 1'-lie,)
products re~prned to the Distribution Warehouse. eports to Mr. Feldman. ' 

..'., .... ,') ~ " 

, 1111 SW 30th Avenue, Deerfield Beach, FL 33442 

_accepted the FDA-482, Notice of . 
he was~onsible individual present during' , 

location. saId that he was responsible for packagmg operations In the absence of Mr. '~I, , 

CaIlfpbell. He provided a tour of the packaging'facility and documents and information requested by 
the inspectional team.' reports to Mr. Campbell. 

Adjodha Singh. Warehouse Manager. Mr. Singh said he was responsible for overseeing warehouse 
", .; 

op~tations,'itic!uding receiying,raw' materials. He explained the receiving operations. Mr. Singh 
reports to NeVille' Call1pbell. ' ' 

said he was responsible for following SOPs for It.)tf,) . 
us throu_theivin procedures for anrec
 

'imported product, reports to one of the
 
warehouse supervisors, \V om'tum report to Adjod a Singh. (~\Gt',
 

" _and 

walkin 

, ,',. 

l\)/a,)"demonstrated r~\v material inspection and sample coJJcctlon~ntro 
acceptance. 

, 
,< '. 

:.·:;'i 
" .' '1.~ .. ~ 

~,. ,. 
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Elsa Tavara, QAPackaging and Recciving Supervisor. Ms. Tavara explained raw material receipt as 
it regarded quality assurance sampling. She also accompanied us when we observed packaging 
operations and explaincd the quality assurance activitics. Ms. Tavara reports to Robert Feldman. 

Label Room Technician. _e~plained how labels are maintained and(~ )(, I 

e provided us with examples o~ , ~ 

RegineF. Prehn, Supervisor, Packaging. Ms. Prehn accompanied us while we observed packaging 
operations and provided information regarding the flow ofoperations. Ms. Prehn reports to Neville 

. Campbell. 

Raymond M. O'Donoghue, Maintenance Supervisor. Mr. o 'Donoghue was present during our tour 
of packaging operations and provided information regarding the equipment used and the 
maintenance schedules. Mr. O'Donoghue reports to Neville Campbell. 

FIRM:'S TRAINING PROGRAM 

The finn's training program is handled by Lynn Boland. Ms. Boland provided copies of training 
records for review 'that coincide with procedures for Good Manufacturing Practices, Data Integrity & 
Proper Documentation, OSHA, and HACCP. Ms. Boland stated that she provides initial training to 

'new employees, continuing education, and administers tests for each section of training conducted. 
She maintains records of employee training. Specific job related training is provided on the job by

'.supervIsors. 

MANUFACTURING/DESIGN OPERATIONS 

NBTY R~xal1 operates out of three locations in South Florida as previously described under the 
header, ADMINISTRATIVE DATA. Mr. Ellis provided plant dIagrams fo~ Building 901 
(Manufacturing) and Building 1'1] 1 (Raw Material Warehouse/Quarantine/ Finished Product, 
Packaging), Exhibit #6, 3 pages). Building 1297 ope~ates as a finished product distribution ,.(; 

warehouse and'receives and stores retumed goods.
 

NBTY Rexall is a manufacturer of dietary supplement prod~s in capsulc and tablet fOrolS. Mr.
 
Stadnick stated that since June 25, 2008, the finn =ce~lots of Osteo Bi-flex Joint Shield
 
Formula with 5-Loxin Advanced Triple Strength;~fNaturalist Milk Thistle Com~lex. t'\l4a\
 
Flow of operations (See copy of nrm's flow chart, Exhibit #7,2 pages):
 

•	 Raw materials are received at Building I J J I, all raw materials are slll11pled by QC for' 
analysis in Building 901 laboratory; and held in quarantine until accepted. All movement of 
'raw materials, laboratory analysis, in process, manufacturin . packaging, and distribution 
activities arc entered into and tracked via the linn's 0111 llItcr system. (Quality 
Assurance veri lies the _SYSkl11 per SOP COQA-O 13; Veri lication (Exhihit 
#8••~ p~I~CS)- , 

I, 

t 
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•	 After release by QC, raw materials are stored in Building 1111 until a work order is issued. 
Work orders are generated by the NBTY in New York via lhe _computersystem.,.)t4' 

•	 After receipt of a work order, raw materials are pulled from stock in Building 1111 and
 
transferred to Building 901 for manufacturing operations. Raw materials are weighed by
 
Pharmacy according to the work order requirements, and staged for blending. Verification of
 
acceptability is perfomled by Quality Assurance before the raw materials are blended.
 

•	 Blending - intermediate stage 

•	 Dosage: After blending the bulk product is either made into capsules or,tablets, inspected by
 
QC.
 

o	 Tablets are coated, inspected by QC 

•	 After QC release, bulk capsules/tablets are.transferred to Building 1111 for packaging 

•	 Final packaging is performed withQA verification / sampling 

•	 Finished product is transported to. Building 1297 for. storage and distribution 

lnitial Interview 
,;./
 

~c~ording.to M~. ~tadnic~, the firm has.fulltime equi~alent e?"lployees at the three ~ocat~ons
 
vIsited dunng this inspectIon. NBTY lnc:l:"s._full tIme eqUivalent employees natIonWIde.
 
Mr. Stadnick verified that the other corporate ~s are owned by. the same corporate entity~
 
NBTY Inc, 2100 Smithtown Avenue, Ronkonkoma, NY 11779. .. . . , 6)(4)
 
The finn manufactures finished dietary supplements in the form of tablets and capsules.
 

Products we selected to inspect and to review manufacturing records: Osteo Bi~Flex Joint Shield 
Formula with 5-Loxin Advanced Triple Strength, and Naturalist Milk Thistle Complex with 
Dandelion, Fennel & Licorice. 

Personnel. Physical Plant and Equipment and Utensils 

Personnel 

The tirm has written procedures ICJr preventing microbial contamination. ~nd hygienic practices lor 
cmployces (St'~ "G" saics SOPs liskd 011 EXhihit#9, 7 pages, R~xall Sundown St~ndard 

",: .P;lgC	 t I Ill' 2S 
"",.. 
:~.t 
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Operating Procedure Index, 7/3112008). Observations made during the inspection revealed that SOP
 
G-04 issued 11/01107, Personal Hygiene Responsibilities (Exhibit #10, pages 1-5), was 110t being
 
followed (FDA-483 Observation #3). - ­

I reviewed training documentation and verified that records include date of training and type of'
 
training. Ms. Lynn Boland provided these records for review.
 

Mr. Raymond (NMI) Stadnick, Vice President, Quality Compliance, stated that he was responsible
 
for overseeing quality control opera~ions: Quality control operations are conductediilllAlfred ­
Shoemaker Manoj Br;Zahmbha,..tt
John Fox Robert S. Feldman Viviana Brozofsky 

_ Elsa Tavar3, and Review of their trammg recor s 
ven Ie t at they were qualified for t elr work. , _ ( ~)C') 
Physical Plant and Grounds 

, The finn has written procedures for cleaning the physical plant and pest control. I reviewed SOPs· 
M-74,M-92, M-95,MT-OI, MT-03, P-;02, WH~50, WH~64, and G-06 for cleaning (see Exhibit #9, 
7 pages, 'Rexall Sund!Jwn Standard Operating Procedure Index, 7/3 iI2008). ' ' 

. c' • 

.Water (potable and Deionized) is used as a component in manufacturing coating solutions and in 
cleaning equipment. I reviewed the SOPs for water, COQA-OI0, COQA-OI2, M-83 and MT-04, and 
I reviewed four (4) water testing records "Raw Material Specification and Evaluation Report" dated 
August 6, 2008. I found no deficiencies during record review. 

According to Mr. Stadnick~ the assigned sanitation supervisors are Mr. Richard Evans, J.>lant
 
Engineer for Buildings 901 and 1297, arid RaymondM: O'Donoghuefor Building lili.
 

.". . 

Equipment and Utensils 

The finn has SOPs (See Quality Control-QC, Research &-Deve1opment/Technical~RD, 
Manufacturing-M series listed on Exhibit #9, 7. pages, Rexall Sundown Standard Operating 
Pro'cedure Index, 7/31/2008) in place to verify automated, mechanical and electronic equipment used 
in manufacturing, packaging, etc., is capable ofoperating satisfactorily within the operating limits 
required by the processes. 

QC personnel arc required to sign/initial batch records ensuring that equipment/equipment changes 
in manufacturing were approved before tinish~d product can be released for distribution. 

The firm has SOPs' in place to ensure that equipment is calibrated and 111aintaincd, and 
inspection/sign' off is required by supervisors and QC. 

.. ~ 

. 't1~ 

.. 
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The, tin" has SOPs' in place to ensure that 'equipment is calibrated and nlaintained. Review of 
records since June 25, 2008 revealed that the SOPs were followed. 

The tlnn has written procedures for cleaning, sanitizing, and maintenance of all equipment and
 
utensils and contact surfaces ("M" series SOPs"') and for maintaining cleaning logs (Exhibit #11, '
 
pages 1-3,M-86 Use & Maintenance of Log Books dated 121712006). During the inspection we
 
observed that the cleanin'g log for Solution Prep Roo~ was not current. The last date entered for
 

,cleaning was 7/26/2008, but production was routinely perfonned after that date. See FDA-483
 
Observation #1. As corrective actions, the firin re-trained personnel (Exhibit #11, pages 4-7,
 
training records) and modified SOP M-86 (Exhibit #11, pages 8-10).
 

The finn does not use freezers. refrigerators, or other cold storage to store components Qr finished 
dietary supplements. No temperature recording devices are needed. ' 

, The finn does not use wet processing. 

Production and Process Controls Systems 

Requirements to Establish Production and Process Control System 

The firm has specifications identified in SOPs' (that include Corporate Quality Assurance SOPs that
 
begin with "CO") established for qualifying suppliers ofand testing components. in process
 
materials, labels. packaging component~, and finished prpducts. We observed receiving raw
 
materials components (Building 1111:, product #10602, RM #192558,
 

: im orted from Fr~nce in rocess manu actunn Q era Ions Ul mg 901:_ , ~ 
. WIth productID31-1~O~.;,,: (~'l'Cl.i 
_.omonents ,uilding 90J: weI .mg and'stagin pa~ aging componentsJor ble~ding of ,61;, ' 

premix for Lot #2381951Product 31-16014; ahd bulk packaging of tablets after, tab e mg ; , ", 
'. a e 109 and finished product packaging (Building 1111: packaging operations for Echinacea 
capsules, Product #44651), and Warehouse/Distribution(BuiJding 1297, various products) during 
the inspection. QC approval activities (identitied in SOPs"') were observed and records reviewed. 

Mr. Feldman said that suppliers of dietary ingredients are qualified in accordance with the
 
requirements ofCOQA-003, Corporate Supplier Qualification Program (copy of this SOP is Exhibit
 
#12. 3 pages). He stated that the tim, performs audits of vendors under COQA-002, Corporate
 
Vendor Audit, and provided a copy (faxed from NBTY corporate oftice) of an example ora
 
"~'IanufacturingFacility Audit" dated 11/15/05 for a vendor who supplies botanicals to NBTY
 

• SCI: Exhibit #9. Rexall S\lndoWIl Standard Operating Proc:cLlurc Index and NBTY CorpnrJtc tjual ity Procedures Index 
t7 pages) 

I':l!!': I J of 2S ...., . 
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(Exhibit #13, 13 pages: copy ofCOQA-002, 11/15/05 vendor audit, and 8128108 NBTY corporate 
fax coversheet). . 

Mr. Shoemaker stated that the finn conducts identification tests on each dietmY ingredient and ,~\(4I)
 
maintains examples of each botanical to assist in identification. See Exhibit #14,6 pages Chemistry
 
Method Index/TLC Identification Index. Mr. Shoemaker stated that the reference library for the.
 

test) is maintained at the corporate office in New York. . . . . 

.' '. l 

On 8~28/20?8, w~ obse~ed a demons~ra.tion ofan.iden~ity test p~rfonned b~(~Y' 
for S.llymann (Milk ~hlS.tle). S.ee Exblblt #15, .page 1 showm~f"Ro~ , 
I:?~talls", and SOP .p, No: NlR,-OOI Exhibit #15, pages 2-3._also cteinonstrate9 this '. 

(Exhibit #15,' age 4)•.He th~npe~f'?llTle. da ~hall.enge to the U " 
to see If the system wOllld reject It for (~A4fJ 

pnn 0.\.1 resu s outine Analysis Details" showing "FAIL" are 

',' . 

2~~~c_e~),.\ · 
We reviewed and collected copies ofthe·firm'sSOPs fQr raw matenalre~eiving,and certificates of 

. 

Review of the finn's in.;,process specifications and fini'shed product specifications revealed that the 
product's specifications have the appropriate identity, purity, strength and composition. 

Review of batch records found thatthe firm is conducting appropriate testing for dietary ingredients 
in the finished batches on a rotation basis. The liml tests all raw material dietary ingredients and 
have in process controls in place to ensure that finished batch product specifications are met. 

( " . 
~. 

'" 
, We observed the tinn's associates in the Phannacy weighing components to prior to blending. They 
•• did not record partial weights or the identity of the scales used. Revicw of the I1J111 'sdoculllcntation 

. (Raw ~Iatcrial Dispensing Sheet) thatspccitkations \\lc:rc mc:t revealed that batch records routinely 

,'. '.'. 
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f 

did not contain partial weights of components or the idcntity of the scales used to measure the
 
weights. (Exhibit #2 i, copy of Rawrvlaterial Dispensing Sheet datcd 8/25/08, See FDA-483
 
Observation #2,)
 

The finn does not exempt product specifications from the verification requirements. 

The finn collects representative and reserve samples. 

Quality Control 

The finn has written procedures for quality control operations, SOP COQA-004, Responsibilities of 
the Quality Unit, 3 , pages; and several additional SOPs covering specific quality control operations. 
See list, Exhibit #9, 7 pages, Rexall Sundown Standard Operating Procedure Index and NBTY 
Corporate quality Procedures Index. . 

Production and Process System 

QC personnel reviewed and approved all documentation required by the regulation and in 
accordance with their SOP COQA-004 Responsibilities of the Quality Unit. 

QC personnel determine that all manufacturing specifications as specified in the master 
manufacturing records (EXhibit #24,3 pages, COGN-018, Master B~tch Record Approval) were 
met (Exhibit #25,11 pages, QC-12 Procedure for In-Process Inspection, Final Quality Assurance 
Inspection, Sampling, Approval and Release of Manufactured Tablets/Capsules; Exhibit #26, 5 
pages, QC-06 Quality Assurance Procedures for In-Process Inspections, Sampling, Master lob 

,', .,Packet Review, Final Releases ofFinished Packaged Products and Filing), and in accordance with 
their SOP COQA-004 Responsibilities onhe Quality Unit. 

,oj. 

Laboratory C>,perations 

Review of laboratory procedures revealed that they contain QC approval on all procedures in 
accordance with their SOP COQA-004 Responsibilities of the Quality Unit. 

Review of laboratory records of analyses revealed QC approval on test results in accordance with 
their SOPCOQA-004 Responsibilities of the Quality Unit. 

Material Review and Disposition 

Review of matcrial reviews and disposition dctenninations rcvealed that a finished dietary 
supplement tablet (Product #31-16014, Lot 235626) was rejected for low assay by QC. The tablets "._, 

were re-milled later used as a componcnt in two lots offinishcd products (Product #31-16014, Lots 
2387888 and 237736). QC followed existing SOP protocol to rework the material (Exhibit #27. 4 
p:lges. QC-36 Disposition ofNon-Conlbnning ~laterial). Review ofreconls of ret limed dietary 
supplements revealed that QC made appropriate disposition orthc products (Exhihit #28, l-~ pages, 

Page 15 of 2S 
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SOP QC-15, Returned Nutritional Supplement Products; Exhibit #28, 5-15 pages, COWH-003, 
RGA (Rt:tumed Goods Authorization) Process for Wholcsale Customers). These responsibilities are 
also listed in'SOP COQA-004 Responsibilities of the Quality Unit. 

Equipment, Instruments and Controls
 

QCreview and approve processes for calibrating instruments and review calibration records in
 
accordance with Exhibit #29,5 pages, QC-52 Calibration Requirements for Certain Equipment in
 
Manufacturing, Packaging, Warehouse; and COQA·004, Responsibilities of the Quality Unit.
 

Components, Packaging and Labeling 

Receipt ofcomponents and packaging are not released for until after QC samples, tests to ensure 
confonnance with specifications, and releases for use in accordance with written SOPs. These 
include COPK-002 Receipt and Release of Product Labeling;COQA-oi 1 Primary Packaging 
Component Evaluation and Release; and WH-63 Raw Material and Bulk (Purchased and Intra­
Company) Receipt and Sampling (copies of these procedures not collected). Mr. Feldman said that 
labeling is approved by Quality Control at the corporate level and provided to the plant for use. 
These responsibilities are also listed in SOP COQA-004 Responsibilities of the Quality Unit. Control 

.of labeling at the Florida location is covered under Exhibit #22, 11 pages, SOP M-32, Labeling of 
Containers of Raw Materials, Blends, and Final Products. 

QC approval is required for any rejection, and in-process adjustments of components, packaging or
 
labels (corporate level) prior to use in the manufacture of the finn's dietary supplements, and
 
disposition of rejected materials. This responsibility is listed in COQA-004, Responsibilities of the
 
Quality Unit). .
 

QC approval is required for release from quarantine aU components, packaging and labels before
 
they are used. This responsibility is listed in COQA-004, Responsibilities of the Quality Unit.
 

Master Manufacturing Record, Batch Record and Manufacturing Operations
 

Master Manufacturing Records for Naturalist Milk Thistle Complex (Product 1031-44770), and
 
Osteo Bi-Flex Joint Shield Fonnula with 5~Loxin Advanced Triple Strength (Product ID 31-160 14)
 
were reviewed. QC approval was noted on these records (including modifications).
 

Batch production related records for Naturalist Milk Thistle Corilplex (Lot #237736), and Osteo Bi­

Flex Joint Shield FomlUla with 5-Loxin Advanced Triple Strength (Lot #237888 and Lot #238076)
 
were reviewed. The records contained QC revicw/approval signatures. Each step in the
 
manufacturing and packaging process of the timl's dietary supplements contained signatures of
 
approval byQC that established spcci fications \vcrc met.
 

Each step inlhc manufacluring process li'oni receipt ufraw ma!l:rials to disposition of finished 

I'roJ"c1 is electronically cnter<d into the _coml'''ter system. Lb\ (,it) . 
·Pagc 16of2S 
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Packaging and Labeling
 

The firm receivcs bulk dietary supplements for packaging and labeling.
 

QC approves all records for packaging and labeling operations and detemlines whether finished 
. packaged and labeled dietary supplements confonn to specifications. SOPs covering these 

responsibilities are listed on Exhibit #9, 7 pages, Rexall Sundown Standard Operating Procedure 
Index and NBTY Corporate Quality Procedures Index; and QC responsibilities are listed on Exhibit 
#22, 3 pages, COQA-004 Responsibilities of the Quality UniJ: 

QC's detennination ofnon-confonning products through material review is covered under SOPs 
during monitoring of manufacturing and packaging processes. During this inspection, I did not find 
any instancesofQC approval for release or rejection ofre-Iabeled or repackaged dietary 
supplements since June 25, 2008. 

Returned Dietary Supplements
 

Returned dietary suppler:nents are quarantined on receipt, sampled by QC and deterniinat~on made
 
regarding disposition in accordance with QC-lS, Returned Nutritional Supplement Products. No
 
reprocessing is performed.
 

Product Complaints 

Complaints are handled by the corporate call centers, initially. The complaints are reviewed by the 
corporate Consumer Complaint Group and forwarded to the affected NBTY location for follow-up. 
QC personnel review and approve decisions regarding the follow-up activity for each complaint. . 
Mr. Feldman stated that he was responsible for complaint follow up at this location., The firm's 
SOPs covering complaints are SOP QC-42 Conswner Complaints Investigations (Exhibit #30, 13 
,pages), and SOP QC-48 Handling ofNBTY Manufacturing Florida Technical ComplainfInquiries 
(Exhibit #31, 3 pages). See the header "COMPLAINTS" below for additional information.' 

Components, Packaging and Labeling 

The finn has procedures covering examination, quarantine, collection of representative samples, QC 
review and approval and use of identifiers (for traceback) for incoming components ofdietary . 
supplements. Each incoming dietary supplemcnt is assigned a unique raw material lot number 'L\.'"\ 
(assigned by_computer system). The raw material lot number follows the component , QI\: rI 
throughout the manufacturing process e1ectronicaIly, and is noted on the batch records. The fiml 
receives bulk dietary supplements for packaging and labeling (repackaging). Records and written 
procedures are maiiltaincd. We reviewed test records for all raw material components forLot 
#237736 ( Product # 31-44770, . and Lot #237888 / Product #31-16014, 

. .~ 

~'[ash:r Manufacturing R~cord 
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. , 

7\-laster Manufacturing Records (yIMR) for Naturalist Milk Thistle Complex (Product 1031-44770), 
and Osteo Bi-Flex Joint Shield FornlUla with 5-Loxin Advanced Triple Strength (Product 1031­
16014) were revie\ved. The MMR's contained specifications for each step in the manufacturing 
process but'did not include examples of the product labels. Thiswas discussed during the 
inspection and at the dosing discussion with management. 

Batch Production Record 

Batch production records for Naturalist Milk Thistle Complex (Lot #237736), and Osteo Bi-Flex 
Joint Shield Fo~ula with 5-Loxin Advanced Triple Strength (Lot #237888 and Lot #238076) were' 
reviewed. The records contained all required information. 

Laboratory Operations 

The finn maintains written procedures for raw materials and finished product testing. It has 
laboratory control procedures established and observation of laboratory analysis activities during the 

. inspection.revealed that the procedures were followed. We confinned that valid laboratory methods 
were used by the laboratory,and are covered by the firm's SOPs. For example, Exhibit #32,,6 , 

a es' SOP C~214 ASsa6f arid Exhibit #33 7 a esSOP 3.6008, Assay of_ 
or A' list of laboratory eqUIpment 

IS Exhibit #34, pages. ( b)(4if.) 
Manufacturing Operations 

The finn has established written procedures for manufacturing operations, they are listed under "M" 
series in Exhibit #9, 7 pages, Rexall Sundown Standard Operating Procedure Index and NBTY 
Corporate Quality Procedures Index. Observations made during the inspection revealed that 
personnel did not take appropriate precautions to prevent contamin,ation when perfonning the raw 
material weighing and blendil1g'steps, See FDA-483 Observation '#3. 

We observed that the finn, clearly identifies, and holds under quarantine all incoming components, 
and returned products awaiting disposition decisions by QC personnel. 

Packaging and Labeling Operations 

The firm has written procedures required by regulation for packaging and labeling operations. They 
are listed under "P", "M", "SC" series in Exhibit #9, 7 pages, Rexall Sundown Standard Operating 
Procedure Index and NBTY Corporate Quality Procedures Index. Observations made during the 
inspection revealed that the firm's procedures were followed by the associates responsible for 
packaging and labeling. 

r Holding and Oistrihuting . 
r 

t The finn has written procedures required by regulation rorholding and distributing operations, They 
f~ arc listed under "WH" and "COWH" s~rics in Exhibit #9, 7 p~~es, Rexall Sundown Stmldard 
~.. Operating Procedure Index ,ind NBTY Corporate Quality Procedures Index. Obscn-'ations made 

! 
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. Product Complaints 

The finn has written procedures for complaint follow-up (e.g., SOP QC-42 Consumer Complaints 
Investigations (Exhibit #30, 13 pages), and SOP QC-48 Handling ofNBTY Manufacturing Florida 
Technical C<?mplaint Inquiries (Exhibit #31, 3 pages).' Review of the firm's complaint follow-up 
records revealed that if sufficient infomlation was received (i.e., product lot numbers) the firm 
investigated to see if the affected product failed product specifications and the batch records were 
reviewed. ' '. 

MANUFACTURING CODES 

Mr. Cheng Wing stated that raw materials are assigned codes on receipt by _computer system 
that follow them through the manufacturing process and are recorded in the~cords. Finished 
product 6-digit lot ~umbers ~e randomly a~signe~ by the~omputersystem. ~r. Wing (~'(4' .. , 

. stated that only fimshed product codes startmg wIth "2" senes are manufactured at thIS plant, e.g. I 
210232. 

Product codes entered in the batch records for dietary supplements manufactured at this lo'cation 
contain "31" before the product number. For example, Naturalist Milk Thistle Complex, (Product 
.ID 31-44770. "31" is the plant identification number, "44770" is the product number for Milk 
Thistle Complex. . 

COMPLAINTS 
Mr. Feldman said that all complaints were received by the corporate call centers in New York and 
lIIinois. He said that infom13tipn was logged in and forwardcd electronically to the Consumer 
Complaint Group in corporate headquarters. Adverse Event evaluation and follow-up is also 
handled by NBTY New York. He said that the Consumer Complaint Group is responsible 'for . 
as~igning conlplaint numbers and dctemlining which NBTY location would be r~sponsiblc for Ihe 
complaint lollow-up investigation. He said that hardcopies ofcomplaints alld any prodll~ls 
accompanying them wctc n:cci\'cJ at NBTY Rlo::xall Florida locatilln on ;\·londays. ~lr. fddman 

Pag~' 19 of .28 



F.st~lhlishment Inspection Report FEI: 1047582 

:--JBTY [nco EI Start: 8/25/2008 

Boca Raton, FL 33487-3528 EI End: 9/05/2008 

stated that he rcvic\vcd and approved all complaint follow-ups, but that actual follow-up activities 
were perfonnedby Lynn Boland and Johanna J. Rubio. 

A copy of the finn's SOPs were collected [SOP QC-42 Consumer Complaints lnvestigations 
(Exhibit #30, J3 pages), and SOP QC-48 Handling ofNBTY Manufacturing Florida Technical 

. Complaint Inquiries (Exhibit #31,3 pages)]. SOP QC-42 has a section that addresses "CFSAN 
Adverse Events Reporting System". . 

I reviewed the finn's complaint log to see if there were any complaints received that were subject to 
Serious Adverse EventReporting requirements effective December 22,2007. Record review and(L.\I~_\ 

interviews with Mr. Feldman, Ms. Boland, and_revealed no consumer complaints that VI'.' 
required adverse event reporting since the effective date of the reporting requirements June 25, 2008. 
Review ofthe finn's complaint file found their investigation of complaints was conducted 
appropriately. " 

I followed up on all complaints listed in the FACTS Assignment. The t~ble below indicates uN/A" if 
. the finn did not have a record of the FDA complaihto~ a similar complaint for the same lot number 
ofproduct on file:" ., 
FDA 
Complaint 

2490 

Date 

2128/01 

" 
Product 

Ostco Bi-Flex 
Glucosamine 
Chondroitin 

70 Tablet bottle 

Lot# 

1687-07DIKJJ 

Lavender colored 
tablets 

Comments 

4 clear capsules 
w/white powder in 
bottle 

Firm's 
comments 

N/A 

4575 6/8/01 Spring Valley 
Natural acidophilus 

60 G~lcaps bottle 

636080402 . Tiny gray wire 
sticking out of one 
half of a caplet 

N/A 

5788 7/11/01 SpringValley 
Glucosiutline 
Chondroitin 120/1.5 
g iab1ets .' . 

164489 

.. 

Difficulty breathing .. N/A 

9342 117102 Sun Down Herbals 
Cascara Sagrada 
tablets bottle 

044060501, 1656-10 
DJH 

UPC 3076801189 

Abdominal pain. 
vomiting onset one 
hour; 3-4 times after 
taking the tablets in 
this bottle 

N/A 

11196 4/4/02 Pokemon Children's 
Complete Chewable 
60 tablets bOllle 

I996-06DBZZ2577 Staple in one vitamin N/A 

11950 5,22/02 Valerian root 354560 Gastrointcstinal 2 
times 

N/A 

15003 

IS261 

.__._-_. 

10,25.'02 

4/} L 0) 

-.• 

Sundown E400 IU 

OSlco-Flex GC TS 
, 

-

831568 '12 04 

" 
·f7S6}-4 I}O caplets 

Softgels, not unifornl: 
doudy, dear, partially 
cloudy 

BOllle displayed red 
and yellow smooth 
caps; hOlllc contailll'd 
I JJ while 1'01111..1 

N/A 

:"i/A 
"­

-.. -­
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tablc:ts with no 
markings, no colton. 
No seal on bolt Ie it 
was glued shut. 
Consumer purchased 
2nd bOllle that 
contained red & 
yellow caplets. bottle 
had safety seal and 
cotton. 

21430 10/15103 SundownCaleium 794167 exp 3106 Unknown capsule- N/A 
1200 Plus 060 count hard capsule in 
bottle w/softgel caps 

23258 2/4/04 Sundown fish oil 383010 1006 I0-12 gelcaps had N/A 
gelcaps what appeared to be 

cotton in them. 

24042 3/13/04 Sundown Natural 
Vitamins B12; 60 
capsules bottle 

361518 exp 0904 
and 361537 exp 
0905 

2 bottles purchased 
vitamins looked 
different in each 
bottle. 

N/A 

24713 4/20/04 Carb Solutions Bar 
Chocolate Caramel 
Candy Bar 1;06 

Oastroin~estinal; no 
allergen label. Allergic 
to Malitol 

.N/A 

ounces 

26258 7/28/04 Osteo Bi Flex TX 
Caplets 120 bottle 

B44955A2D Caplets in bottom of 
bottle stuck togethe~. 
with brownish 

N/A 

material; consumer 
experienced weakness 

26965 9/8/04 Spring Valley OC; 
i60 capsules bottle 

3397370607. UPC .­
68113/742290 

Outer seal not normal, 
quickly broke; cap seal 
was broken. 

N/A 

27369· 9/28/04 Rexall Hi/berry 78103221 278469 ~ different colored soft N/A 
Extract 1000 .gels (beige) in bottle 
mill igram bottle with black ones. 

32449 519/05 . Carb Solutions high Foreign object: 'hOI N/A 
protein bar; 60 grams . wi~e. '/4' I~ng tan . 
packet color 

36192 4/20/06 Sundown High 210232 exp 04/07; Contents were tablets N/A 

-' 
Potency Pure 
Vitamin C 500 mg 

UPC 30768 45068 not caplets and were 
not coated as labeled. 

150 caplets 

39204 11/14;06 Ostco Bile ISO 
tablets bottle 

07096485703 

Dar code: 
3076845703 

2 bOllles purchased; 
one containc:d hard 
capsules and not gel 
caps; both had sOime 
code 

N/A 

4l)O(i6 1,IS,07 Members Mark 
Vitamin D Tablets 
SOO IV 4011 clmnt 
b01l1e 

22825101 2009 4 tablets different: 
white. rectangular: no 
mark i11 gs. 

N/A 

52S94 6/12.07 Spring Valley High 
rlltcncy V.il;Jrnin \) 

V:\ 1%06 \V\lOA cxp 
If},/)9 

7 foreign tablets in 
hlllllc; while 
rn·l;JlIl.:u/;Jr with no 

:-.1/ ..\ 

----.­

, ~ 

. '~:. 
,:~,i 

.­.. 
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200 count bOllle markings. 

54JSr. 511 S/07 Osteo Bi-Ik( 23145401 cxp /1,09; BOllle labeled as " N/A 
Advanced TS GC 80 UPC 030768031213 gelcaps actually 
caplets bOllle conlaincd capsules, 

57170 11/27/07 Rnall preml,uIQ 
RO)'1l1 Jell)' 60 
capsules 

365497-01 up 08­
2010 

Allergic reaction, e)'e 
Irrltlltlon, hh'es; 
allergic to llexlcan 
Ragweed. 

Firm 
followed UI) 

with 
l:onsumer. 
Copy of 
Complaint 
follow-up 
#07-1848 
collected 

(Exhibit 
#43, 14 
pages) 

57613 12/20/07 Sundown Liquid 03 1036460602 exp Bottle only contained N/A 
Filled Calcium 60 March 2010; UPC 53 tablets 
tablets bottle • 003076800967 

You did not make and keep documentation of the date of use, cleaning and sanitizing of the 
equipment used to prepare coating solutions for dietary supplement tablets. 

," 

Specifically, tht: last entry by the operator on the cleaning log for the Solution Prep Room was dated 
7/26/2008. Coating solutions were prepared routinely in this room after 7/26/2008, for example as 
recent as 8/27/2008 (for Lot #239609). . 

Exhihit #37. 2 pages: Copy ofcovcr and page and from Solutioil Prep Room Cleaning log hook 

Exhihit #38, 6 pages: batch rccords lor Lot #139609 

Exhibit # II. pages 1-3, M-S6 Usc & Maintcn'lI1cc of Log Books dated 11i7,20n6 

Pag~ n nf2S 
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Exhibit #11, pages 8-10: SOP ~1-86, Use & Mainknance of Log Books, Revision 5, dated 9/2/2008 
(correction to FDA·483 Observation # I)
 

Exhibit #11, pages 4-7: Training records "M-86 Use & Maintenance of Log Books Rev 5" 8/29­

9/5/2008 (correction to FDA-483 Observation #I)
 

Mr. Stadnick concurred with this observation and said that when this deficiency was pointed out
 
during the inspection, corrections were immediately made. SOP M-86 was modified on 9/2/2008 to
 
more effectively address record keeping requirements on the log books. Ms. Boland provided
 
training records to verify that employee training on the SOP was conducted.
 

OBSERVATION #2 

Your batch production records did not include the actual results ~btained during a monitoring 
operation.. 

;'.Specifically, records for monitoring raw materials ("Raw Material DispensingSheet") in the Weigh 
Room do not include each partial raw material weight and the identification of the equipment used. 

Exhibit #21: Raw Material Dispensing Sheet dated 8/25/08. Example showing "Partials" instead of 
actual values of each raw material weighed and no identification recorded for the equipment (scale) 
used. 

Exhibit #39,4 pages: SOP M-05 dated 9/4/2008, Scales Set-Up and Operation (correction to 
Observation #2). . 

. .~ 

Exhibit #40, 3 pages: Training re'cords "Scales Set-Up & Operations (M-05) Rev n" 9/3-9/4/2008 

(correction to FDA-483 Observation #2) 

Mr. Stadnick concurred with this observation and said that when this deficiency was pointed out 
during the inspection, corrections were immediately made. SOP M-05 was modified on 9/4/2008 to 
add recording partial weights and equipment identification. Ms. Boland provided training records to 
verify that employee training on the SOP was conducted. 

OBSERVATION #3 

Your personnel did not us~ hygienic practices to the.cxtcnt necessary to protect against
 
contamination of dietary supplement ingredients.
 

Speci tical/y.
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a) Your personnel did not wear outer gamlents in a manner that protects against contamination of 
dietary supplement ingredients. 

Blending Room: On 8/26/2008 during your blending process of product 10 31-61621 
associates touched drums; outer bags, and box cutters then filled the hopper touching raw material 
without refreshing gloves. An associate knelt down onto the raw material (without wearing 
protective clothing) and reached into the charge screen to push raw material through it into the 
hopper exposing the raw mat~rial to his bare armand shirt sleeve (no sleeve protectors were worn). 

Weighing Room: On 8/26/2008 an associate staging raw material for blending did not wear 
sleeve protectors while scooping bulk product RM 239550 into a container. Her shirt sleeve and ann 
came into direct contact with the raw material. 

, b) Your persormel used gloves that were not clean or stored in a sanitary condition. , 

Blending Room: Gloves used by the associates were stored loose and unprotected on a table 
covered with raw material dust. 

Exhibit #41: Photos of blending operation showing associate kneeling on raw material powder on 
blending platform, and, associate reaching into screen to push powder through hopper exposing raw 
material powder to contamination (8 photos on one page). 

Exhibit #10, pages 1-5: G-04 Personal Hygiene Responsibilities issued 11101/07 

Exhibit#10, pages 6-10: SOP G-04 Personal Hygiene Responsibilities, dated 8/27/2008 (correction 
to FDA-483 Observation #1) 

, Exhibit #42, 22p~ges: Trainingrecords "G-04 Personal Hygiene Rev 16" 9/2-9/3/2008 (correction 
'to FDA-483 Observation #1) , 

Mr. Stadnick concurred with this observation and said that when the deficie~cies were pointed out 
during the inspection, corrections were immediately instituted. SOP G-04 was modified on 
8/27/2008 to ensure employee practices include wearing and maintaining protective clothing to 
prevent contamination of the dietary supplement ingredients. Ms. Boland provided training records 
to veri fy that employee training on the SOP was conducted. 

GENERAL DISCUSSION \VITH MANAGEMENT 

Discussion Items not listed on the FDA-483: 

The finn's batch records do not contain required documentation of cleaning pcrfonncd or a 
cross reference t,o the cleaning logs. :'vlr. Stadnick stated that he would add a cross reference to the 
butch records to comply with this requirement. 



Estahlishment Inspection Report FEl: .1047582 
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Boca Raton, FL 33487·3528 EI End: 9/0512008 

_ The linn's Raw Material Specitication and Evaluation Report tor_ Component 
#10623 shows the method ofidcntification testing as_I.Exhibit #44, page I), but the timl 
actuallyuses_ test. Mr. ,Stadnick had the t~ged to reflect the actual method (~J'~) 
(Exhibit #44, page 2). He said that the finn planned to switch to __'hen they obtain the • \., 
appropriate standard. 

The MMR's contained spe~iflcations for each step in the manufacturing process but did not 
include examples of the product labels. -Mr. Stadnick stated that aniexample of product labels 
would be included in the MMR's. 

-At the end of the close olit disclission.! advised Mr; Stadnick th~t the items listed on the'PDA-483 
- wereinspectionalobserVations arid do not repr~sent aflnal Agency detennination. I stated that the 

FDA-483, and my report would pass through several levels of review and theagency'could choose 
to impose sanCtions including sending aWarning Letter (whicl1 would require aresponse from the 

-- . finn as"tocoirective actions), seizure~ injunction, regulatory meeting, civil penalties, and criminal
 
prosecutiop. I stated that I would include his comments to the FDA-483 observations in my written
 

: . _ -report, but that he II1:ay chooseJo respond t'!themin writing to :theFlori~a DjstrictDirector?'555 -­
.:l .. ..\ 'WhiderlyPJace,itZOO,Maitland,FL'3275L i •. ~· -', ,'. --- -. "..: - '. ' .. .' . 

. .. . , .' '. '. 'c ..,.	 ~ , 

-REFlJSAL~ 

There were no refusals.. -- ­

. SAMPLES COLLECTED -' .
 

',. No samples w~re collected. . ,
 

... 
• ~	 . '"'' • ~ 't' 

~ .. . ' ~.' ". ,', ',~. . r 'I"- ,.' .". • l., ~.. 01	 • , "' '. ~ ".'" '." •• 

". ·~:,~OLU.NT~RY,~oRREc~i:O'N.S, : ..' ..":....'... ''. ..' . ;' .' _.,' , ,.' -.- . i\ . 

' .. '. . .. , ··-~the Jinnvoluntatily conecteci ~!(fPA,~48~ Observatiqhs prior to ~he c]o~e out of,the inspectjon. 
" ._., '.,-. .,;\::. ":~.{>,"" ·;;··f', ,'.' .. . -.. . -. " 

l.	 ~; < •
 

. ' ..' ....,' ~" - .... '
 
". ..~.' 

.	 - ­

EXHI~ITS COLLECTED.', . ;.
 

~Exhibit #1 List' ofNBTY Di~isi.ons and. Brands located throughout the U.S.
 

,Exhibit #2 List ofNBTY ]~cations that includes manufacturi~g, p~cka~ng, distribution, and'
 
offices, 2page~•. ' . . ., - --' -	 -. 

'Exhibit #3 Otganizatlonal Ch.arts, 8... pages
 

Exhibit #4 -. LabCls, 10'page's ., .';" ..
 
. :. 

Exhibit #5 "List of products, 10 pagc~ 
Exhibit #6 . -PlantDiagran~s, ~ pagq,~ 

'Exhibit#7 --Flow Chart ofOperations, 2 pages
 

Exhihit liS .COQA-DU,'. VerincatiOl.l, 3 pages
 

..... 
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. Exhibit #9 

Exhibit #10 

Exhibit #11
 

Exhibit #12
 

Exhibit #13
 

Exhibit #14
 

Exhibit #15
 

Exhibit #16
 

Exhibit #17
 

Exhibit·# 18
 

Exhibit #19
 

FEI: 1047582 ' 

EI Start: 8/25/1008 

EI End: 9/05/2008 

Rexall Sundown Standard Op~rating Procedure Index, 7/31/2008, 7 pages
 

G-04issucd 11/01/07, Personal Hygiene Responsibilities, pages 1-5
 

G-04 Personal Hygiene Responsibilities, dated 8/27/2008 (correction to FDA-483
 
Observation #1), pages 6-10
 

M-86 Use & Maintenance of Log Books dated 1217/2006, pages 1-3
 

Training records, pages 4-7
 

M-86 Use & Maintenance of Log Books dated 9/2/2008 (correction to FDA-483
 
Observation #2), pages 8-10
 

COQA-003, Corporate Supplier Qualification Program, 3 pages
 

COQA-002, Corporate Vendor Audit, copy of an example of a "Manufacturing
 
Facility A~dit" dated 1l/15/0~ for a vendor who supplies botanicals to NBTY, and
 
8/28/08 NBTY corporate fax coversheet, 13 pages
 

Chemistry Method~dex/TtC Identification Index, 6 pages
 

QP No: NIR-OOI Analysis; NIR test results for identity,
 
5 pages' '.
 

iirber: 3.6001 ,Assay f~i:.. and . ". . . 

Test res~t:~:~:s;;~::"'" 24 pages " ll)\C.., 
WH-23 Receiving ofRaw Materials and Bulk Products, WH-62 Sampling of Bulk 
Product, and WH-63 Raw Materia:I and Bulk (Purchased and Intra-Company) Receipt 
~d Sampling, 19 pages . 

,: ... lpages ; 

Certificates of Anal sis for [supplier's Batch No F28/42/A8], and 
supplier's Lot #183709], and a Certificate of Analysis for 

Exhibit #20 ·):P.icklicketarid'NB'TV raw Material S,pecification Report fo~ 
._·6.pages . .' ". ..•. .' ; 

Exhibit #21 

'Exhibit #22 

Exhibit #23 

Exhibit #24 

Exhibit #25 

Exhibit #26 

Exhibit #27 

Exhibit #28 

'Raw:Material Disperi~ingSheetdated8/25/Q8 '. ":.",.. 

COQA-004, Responsibilities of the Quality Unit, 3 pages \ 

M~32, Labeling of C~ntainers of Raw Materials, Blends, and Final Products, II pages 

COGN-018, Master Batch Record Approval, 3 pages 

QC-12 Proeedure for In-Process Inspection, Final Quality Assurance Inspection, 
Sampling, Approval and Release of Manufactured Tablets/Capsules, 11 pages 

QC-06 Quality Assuran'ce Procedures for In-Process Inspections, Sampling, Master 
Job PacketReview, Final Releases of Finished Packaged Products and Filing, 5 pages 

QC-36 Disposition of Non-Contornling Material, 4 pages' 

QC-15, Returned Nutritional Supplement Products, pages 1-4 

COWH-003, RGA (Retumed Goods Authorization) Process for Wholesale 
Customers, pages 5-15 . 
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Exhibit #29	 QC-52 Calibration Requirements for Certain Equipment in Manufacturing, 
Packaging, Warehouse, 5 pages 

Exhibit #30	 QC-42 Consumer Complaints lnvestigations, 13 pages 

Exhibit #31 QC-48 Handling ofNBTY Manufacturing Florida Technical Complaint Inquiries, 3 
pages 

Exhibit #32 SOP C-214, Assay of 

Exhibit #33 SOP 3.6008, Assay of 
_Method), 7 pages. 

Exhibit #34 List of laboratory equipment, 2 pages 

. Exhibit #35 SOP COGN-007, Recall Procedure, 7 pages 

Exhibit #36 . Mock traceback perfonned on Lot #23466901, Osteo Bi-flex MSM w/Joint Shield 
Advanced Triple Strength, 21. pages 

Exhibit #37 Copy ofcover and page and from Solution Prep Room cleaning log book, 2 pages 

Exhibit #38 Batch records for Lot #239609, 6 pages 

Exhibit #39 M-05 dated 9/4/2008, Scales Set-Up and Operation, 4 pages 

Exhibit #40 Training records "Sca:les"Set~Up & Operations (M-05) Rev 11" 913-9/4/2008,3 pages 

Exhibit #41 Photos ofblendihg operation .. . 

Exhibit #42 Training records "G-04 Personal Hygiene Rev 16" 9/2-9/3/2008, 22 pages 

Exhibit #43 NBTY Complaint #07-1848 follow-up (FDA Complaint 57170), 14 pages 

Exhibit #44 Raw ~at~cification and Evaluatio~.Re~r_Component.#10623 
showmg_ and corrected fonn showmg_ 2 pages . 

. Exhibit #45 Photo CD (officially sealed and labeled to be stored away from magnetic fields) 

ATTACHMENTS'	 .'. .~.. ... '(~'~l(4f) . 
FOA-482 dated 8/25108 issued to GentryE. Ellis, ManufactUring M~ager, B~iidi.ng90·1·· 
FDA-482 dated 8/28/08 issued to Michael E. 6ilry, Disfribution Man~ger, Buiiding i~97 . 

FDA-482 dated 8129108, issued to Dennis P. Callaway,Assistant Manager, Building 1111 

FDA-483 dated 915/08 issu~d to Raymond (NMI) Stadnick, Vice President, Quality Compliance 

FACTS Assignment 951846 and Assignment Memo dated 6/30/08 (20 pages) 

. Complaint #57170 (NBTY Complaint #07-1848) 

Attachment #1:	 NBTY corporate filing infomlation ;and annual n;:porls from Florida 
Department ofState website, www.sunbiz.org, 16 pages 
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