






Est:lblishmcnt Inspection Report FEI: 10...7582 

NBTY Inc' l EI Start: 8/2512008 

Boca Raton, FL 33487-3528 EI End: 9/0512008 

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. 
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NBTY Inc. EI Start: 8/25/20U8 

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. . ,
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' .. '. . .. , ··-~the Jinnvoluntatily conecteci ~!(fPA,~48~ Observatiqhs prior to ~he c]o~e out of,the inspectjon. 
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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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