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SUMMARY . 

.The inspection ofthis dietary supplement manufacturer and re-packer was conducted as a directed . 
inspection, under FACTS assignment 962442, operation ID 3795338 and per the Domestic Fooo. 
Safety Compliance Program, 7303.803. . ..' ' 

The previ~us inspection was conducted on Febmary 18th
, 2003 and classified as NAI. No fonn FDA­

483, Jnspectional Observations, was issued. 

The current inspection covered sanitation and verification whether or not the fiml uses 
radiation during their manufacturing and repackaging o{dietary supplements. 

rhe finn was repackaging a dietary supplement called Life Enhancer during this inspection. 

At the conclusion ofthe inspection, a close out meeting was held with management. No fonn FDA­
483, Jnspectional Observations, was issued. 

~ ~.~---- ~-----~- ._---------~ ~~----
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No reftlsals were encollntered and no sampleswere collected. 

. ' . 

Post inspectiona~ correspondence shoul4 be sent Mi. Eric"Larser;t, CEO; Neways International, 2089 '. . . . , 
,. ~. ) .: . Neways Dr:, Springv{lle,UT 84663>TheFMD-145'should'be addressed toMr: Eddie Mendivil,' .' : I 

.Vice President Quality Assurance, 150 East 400 North, Salem, UT 84653. .r ,. . ..••• 

;:' '. ", ," '. 
, ..... • .1 \ : .... ',..... • • '. _ i . 

., ',",' 

. . 
" ,' ... " . , ...... 

~:.....ADMINISTRATIVE DATA .. . . ~ " -,' ~.; .. :.'" 

. : " ."", .....:,
" ': .'~,~'. . :::J'~": i :;·.W~l?~~ted ~fl1.1:.i.·· "/. :N"eyva,ys, .J:t:1.c;', ".: ..i'·':·'· .. ' ..: .. :(." 

• "1" •• . .. . . L9c?-tion:.· >~" :.1'50 E 400 r. . :, .~,' -.:, :.' 

. . 'Salem; UT 8465.3,:9365 ..... . 1 

. .; .....Phone: . ',' 801-423-2800' i' ".' , 
' . ' . ., ' ... ~'. ~.... ,','..... .' :'.:, .' ., . '.; .~ ... .... :'....
 

: ' : .. \
. FAX: ,.',., .... '. _.;, 
,., ";' .. -... . 

Mailing address:>::: ,150Ea~t 400 Nolfrl.. 
. .., . ..' . ; :,"" Salem,VT" 84~53 '. '.' 

" ' .~Dates of inspection: 8/18/2008
 

Days in the facility: 1
 
Participants: . Becky L Bhan, Investigator
 

I •• 

At the beginning oftheinspection credentials were presented and a form FDA-482, Notice of
 
hlspection, was issued to Mr. Eddie Mendivil, Vice President Quality Assurance.
 . . . . 

At the conclusion ofthe inspection, a closeout meeting was held with'Mr. Mendivil,._ and 
Ms. Payne.
 

There were no other inspectors or government agencies present during this inspection.
 

....-_n\ 'RGEO 
2or.7 t:-UJ 
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HISTORY
 

The finn is part ofNeways Intemational. The headquarters is located at 2089 Neways Dr.,
 
Springville" UT, ~4663.NewaysIntemational warehouses are ;located throughout the world.
 

! !o.. 

". The ':fimi has been in business since 1992.' , 

mployees. The ~rm has approximatel . " 
'" :~ " • • : I 

; .! '~.' ~ ;'. I..: .' , 

,; :'. ,', :1' , 
, .. 

" ,I ' 
,. ('·1The'firm has registered under the Bio-Terrori,sm Act. , , "'I 
,,:1 

.. ',' , ..... '..'..,' ':<'::'" !~,.,;.... , , ;,' , 
, The firm consists of.bt~ilding~ that ,ar,~.approximately. 'square feet. . .... '.'" ..: . 

The preyi,o~s rnspectio~ ~as" cond~~~eci~n:E~bmarY;8th,2003 '~d was classified as NAl No, fonn' 
FDA-48,3, XnspectionalObservations,was is'sued. . ,',', 

" 
~ " T~·· 

j, 

. . . . . .... 

INTERSTATE COMMERCE/JURISDiCTioN 
'.. I, ','-. "";,' .According to management, the firm ships approximatel ftheir products to 

" 
,..:.,.roducts,are shipped using various shipping carriers 

2). 

,,",', I" ',':IJ;l, aciditio~ to dietary supplements, the fi~ manufa'?tures boq.y s~aps, shampoos, toothpaste, lotions, 
lipstick, and many other products. Management provided a, list of all dietary supplements 

, ~nanufactured and repackaged at the Salem Plant (see exhibit 3). 

All pro,ducts are sold directly to distributors located throughout the world. Sales strategies are similar 
tothoseoflBl._ ' , ' 

INDIVIDUAL RESPONSIBILITY AND PERSONS INTERVIEWED 

At the beginning of the inspection, credentials were displayed and a fonn FDA-482, Notice of 
Inspection, was issued to Mr. Eddie Mendivil, Vice President Quality Assurance. Mr. Mendivil has 

__________30_f7__EURGE,-=,..'::."~_' 1_ 
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the responsibility for all quality assurance and quality control of operations in the Salem Plant. A 
copy ofthe organizational chart is included (see exhibit 4). Mr. Mendivil·reports directly to Mr. 
Larsen, CEO. Mr. Mendivil was present during the entire inspection and proviq.ed infonnation 
related to manllfacturing, storing, receiving, and distriblition ofproducts. . 

I also,met with the following individuals during the'inspection: 

•	 Ms. Tonya Payne, Docume~t/Reguiatory Auditing Manager. Ms. Payne is responsible for all 
regulatory affairs and docuID.ent stor~ge. Ms. Payll~'feports direct~y to Mr. Mendivil. . 

.....;: . ";. .," . " 

, ;'. " . ~: 

, ~ .: _ ...Re~lator;·~ucii~i~~·~~~p~~iso/i1IIIiIisrespon;ible for ~ll i~ house.. , " 
audits and advises management of any deficiencies in manufacturing and maintenance 'at the" :' :,.'.~.':;' ;'. 
SalemPlant._reports directly to Mr. Mendivil. ,,' , .' " .;; ':.,.'" ' '. 

. t: ;. i.:;'.' ':1 :.... : '.' :_ 

: /..,	 . '1 
[.	 ,. ;~i'. ;"FIRM'S TRAiNI~GPROGRAIVf"\,·"'? ; :: :':':'1,';" ... ,".	 ' .. ' .,' \! '>1::;";(:\' f'::;:'\~";; , 

'. The finn has r_current good manufacturing training for all ~mployees. Training is 'idso' , . ",' :: ':- .. ' 
': .. ,~ ; ,co,ndllcted:whei1,.'ther~ are changes in.standard'operating:p:I;ocedures. " ....... :: 'i··.·· . ';' :".':: 

'" .. '";, .. " 

. 'MANUFACTURiNGIDESIGN OPERATIONS :' ...,..	 ., ... :" 
. '	 ,.' .~ 

Raw materials for mixing and bulk·materi~ls;fotr~padhi.gingarerect;:ived in. ,:;" ,;.' . ,\': . 
. : :. :.['Rkd pl.ac.edJinto:a quarantine area. Raw materials ,are then transferred to.a staging area where·;·: ./'" ". 

. .;' :... ~,~amples ar~· takel~ iU,a hepa filtered ioom and then testeq. for heavy metals and microorganisms),:The.. ,",.' '.' "i.' .' 

,	 fInn does their OWil in-house testing (see 'exhibit 5). The finn does not test forirradi~tiDn afits,taw .:' " 
,, rpatl?rials, l~qYfeyer documents were prQvided .~o me showing "it is against compa;nY policy to accept . 

.' .:.~ .. iriadiated.ra~·rh~terials (see exhibit 5). After 'test results are negative for microorganisms and heavy, 
." metals they 'ate M1.l1sported to the manufacturing areas. " . . 
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During this inspection I observed bulk repackaging of a dietar 
This product was being manufactured for distribution see exhibit 6). No 
Py,?ducts were being manufactured at the time ofthis irisp.ection for distribution in the US.' ' 

The firm's pest control is managed by and checks are conducted every'J)IGIIIIThey use 
traps, lights, and external spraying. I did not observe any pest activity during this inspection. 

A r~conciliation exam Was conducted on bulk tablets that an;;iepackage.for sale as Life 
Enhancement.·No discrepancies w~re observed (see exhibit:7); .," I, , 

, ' . 

.;r. ;,' : <; .. ,:';:.... :). '. '.,;> [,:. ;,;.' .. ';". .'. " . . I 
ii, .: :.. :·'.\i .. ' ,)Vl~.NI.rF~qrpRIN9·.cODES .''':',''''''',\' ,;",;;",,;: ;":': ..',~ '. '," ·,·:;.r;""i" :'. '. ,.:.\.:-:'. ',' Vi/C~\'-/.1 

, . ;'Thelot'code i~ embossed 'on th~ exteinal p~o~the b~'~l~.?~e lot Gode is follow~d by an: expii~tibn .'. :'.,., ,·,·:·1· > .... 
date that conslsts:o,ftwo numenc numbersthat repr.esent the month and a slash:wJ.th .f~~ ~l~~n~::;" . :.-:. ~ ~:'. ,:1'<:­

. numbers. that represent the year. .. i.. . ". ' 'j"";'" ·'·· T·: 
I . . 

<;:9l\%P:J;;~NJ,S; , . ''':'... ," .:-:,. ,.: ,. . <.; .l·s ·:···..\·r· .' ';:: "..: ..I ••:.':.,·... .j..... , 

Complaints are h:mdled· at tht iSprin~Yill~ ;Headquarters: ,According to management ~~ qO~p'l~nt~';,:. ;: '. J.' :. :':"~:.' ".'(;~ l' 
havebeenfiledslllcethelastlllspectlonln.2003.· '.' ,,' .,.' ". I:,··, " ".: .: •. :.... "I",.':'.' 

o • .~. • • ..... 
RECALL~R,Q.GEl;>URE~i;:.,;."': . ,. <, .....\::. ,>. <,;c .. i'·. .,' :'" .... :, ." ". ~ } i ~ :~.:I·:,.,?';~.:;r :.;.:. :'-:'.::! 
The fu1~'h~~:~:·~~~aiJ.pr~~~,d~~'and' Q~nqucts .~ual mock recalls; Acco~ding to management'no';::',:,:-' ;..;..,.~:: 

.. '. ., 
: l' 

r••.•'.·· 

,;;', ,rec~lSha)('\1>eon!CQn~u9tedsincethe.}ast'!nspeptiondR1.Q03, ,'," "," 1' ',' q,. ':':'''!Of 
'. , .' .". 'J 

.-,..,, ' OBJECTIO,NABLE CONDITIONS AND MANAGEMENT'S RESPONSE ",:'.' ' .. ~ " , i.. \. 1 . 

No objectionable conditiollS were oDserv'ed and no form FDA-483. Notice of InspectiOl~,'Was issued. 

,
REFUSALS. ...
 

No· refusals ,were encoUntered.
 

GENERAL DISC:USSION WITH MANAGEl)1ENT 

.scussed with mana ement two reports provided, to me by the 
see attachmerit 4). T1?-~se reports state t at eways .. reen. l· 0 

co e an eways ee zng Gooel (lot codes' 577129 &575230) products tested positive for. 
ionizing radiation. I stated to management their products had tested positive and they advi~ed me 
they did not ilTadiate any'ofthe~r products. They also stated it was against company policy and " 
provide in writing to their suppliers a document stating that irradiation is not pennitted. Management 
advised me that they were going COnd\lct their own investigation. I asked them if any ."Green Qi n or 

50f7 
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"Feeling Good'! product was distributed in the US and they stated that some had been distribllted 
and they WOllld notify the people that those products may. be irradiated. No lot numbers'tha.t' tested 
positive were distributed in the US. 

A copy ofthe,"What You Need to Know about Registration ofFood Facilities" was provided to Mr. 
I ' Mendivil and I briefly discussed with him food security infonnation.. 

: ',' ~i 

• : ,I' \. . ~ l'~" 
• 1._••••••. :••• ' .•• ' 

........ 

'" . 

-.': .. . .~.: .. - ~.. 

" ., .,;

',,'; .... ;' .,!,]~ ." :: ..•. !. 'I .. " 

SAMPLES COLLECTED 
, ' 

No s!llIlples w~re'~ol1ected:, ': ' 
. . .:. '" ' ',~ .,: ~ .. ,.'~ :;.- '. . ::. , ,,' I 

". . ",-,. ....., .... ., :',"1 ". ~;l . I _. 1 .oJ ,. "r ',.,' :.: • ", .', '~',. ~. 

'1 i .. : . ., ". \, .. 
"'E'XHlBI'iS 'COLLECTED'" ,,"'] 

, ' 

Exhibit 1, shipping canie;rs, dated l8AUG08 ":' ','I 
, ,',:, ,',', ";i ': \ ,ExJ~ibit 2, third paIty11lalwfacturers, datedJ~AUG08,IlI' ".: 

, Exhipit 3, ,cl,ietary supplement product list, dated 18AUG08 (7pp) 
I.' • ' . .., 

Exhibit 4, Organizational Chart, dated 18AUG08 (lp)
 

Exhibit 5, Quality Assurance and Control documents
 

Exhibit 6, Product-Labeling . '-.
 

Exhibit 7,. R~conciliation Documents
 

, ; 

" 

" ',ATTACHMENTS.. .'
 

FDA-482, Notice of Inspection, dated 18AUG08 (lp) " "
 

Attachment' 2,' Copy ofthe assignment, dated 15AUG08 (lp) 

" 

Attachment 3, 

Attaclunent 4, \j~G.~:SJ 
07' 

------~~--I-
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