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SUMMARY .

-The inspection of this dietary supplement manufaoturer and re—packer was conducted as a directed -
inspection, under FACTS assignment 962442, operat1on D 3795338 and per the Domestic Food-
Safety Compliance Program 7303.803.

The prev1ous 1nspect10n was conducted on February 18th 2003 and class1ﬂed as NAI No form FDA-
483, Inspectional Observations, was issued.

The current inspection covered sanitation and verification whether or not the firm uses|(]
radiation during their manufacturing and repackaging of dietary supplements.

The firm was repackﬁging a dietary supplement called Life Enhancer during this inspection.
At the conclusion of the inspection, a close out meeting was held with management. No form FDA-

483, Inspectional Observations, was issued.
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No refusals were encountered and no samples-were collected.

Post inspectional correspondence should be sent M. Enc Larsen, CEO Neways International, 2089 -
Neways Dr:, Springville, UT 84663. Ttie FMD-145' should be addressed to Mr. Eddie Mendlvﬂ
-Vice Pres1dent Quahty Assurance, 150 East 400 North Salem UT 84653

l..}.- ‘

L Inspeoted firm: - Neways, e

‘Location: . i - 150 B400N |
S ~; -+ ‘Salem; UT -84653- 9365

. ‘__'Plnoue“:.; :..801 423‘2800 SR '
_ Mailing address: -+ |

,1,50., Bast 490 North
. Salem, UT 84653 °

Dates of inspection: ~ 8/18/2008
Days in the facility: 1 ' ‘
Participants: - Becky L Bharn, Investigator

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

At the conclusion of the inspection, a closeout meetlng was held with Mr Mendwﬂ ' and

Ms. Payne.

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

The firm is part of Neways I_ntematicnal. The headquarters is located at 2089'Neways Dr.,,
Springville, UT 84663. Neways. International warehouses are Jocated throughout the world. -

e
s

% . Thefirm has been in business since 1992." -

The'ﬁrrn has registered under the Bio'-Tei'rorLsm Act.

[T - T

- The ﬂrrnb"cor'_ilsists of g@@buﬂdmgs thét .ate_.‘_approx'in‘tately 'square't“eet.

The previous mspecnon was conducted onF ebruary 18th 2003 and was c1a331ﬁed as NAI No fonn S S

FDA- 483 Inspectlonal Observatlons was 1ssued

INTERSTATE COMMERCE/ JURISDICTION
According to management, the firm ships approxnnatel

thelr products tolf{l

| ).

In add1t1on to dietary supplements, the firm manufactures body S0 aps shampoos, toothpaste lotioms,
hpst1ck and many other products. Management provided a list of all dietary supplements
_ manufactured and repackaged at the Salem Plant (see exhibit 3)

All products are sold directly to distributors located throughout the world. Sales strategies are similar
to those of |

INDIVIDUAL RESPONSIBILITY AND PERSONS INTERVIEWED

At the beginning of the inspection, credentials were displayed and a form FDA-482, NOthC of
Inspection, was issued to Mr. Eddie Mendivil, Vice President Quality Assurance. Mr. Mendivil has
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the responsibility for all quality assurance and quality control of operations in the Salem Plant. A
copy of the organizational chart is included (see exhibit 4). Mr. Mendivil reports directly to Mr.
Larsen, CEO. Mr. Mendivil was present during the entire inspection and provided information
related to manufacturing, storing, receiving, and distribution of products.

~ Ialso-met with the following individuals durirrg the inspection: S .

* Ms. Tonya Payne, Document/Regulatory Audrtmg Manager. Ms. Payne is respon51ble forall .
A regulatory affa1rs and document storage Ms Payne reports dlrectly to I\/Lr Mendlvﬂ .

conducted When there are changes in. standard operatmg procedures

LI

MANUFACTURIN G/DESIGN OPERATIONS .
" Raw materials for mixing and bulk materials for repaekagmg are recelved in [{
s and placediinto:a quarantine area. Raw materials are then transferred to a staging aréa where:
.- ».samples are takef1 m,a hepa filtered fooni and then tested for heavy metals and microorganisms: The
firm does their own in-house testing (see exhibit 5). The firm does not test for-irradiation of its raw -
materlals however documents were provided to me showing it is against company policy to accept
1rrad1ated raW matenals (see exhibif 5). After test results are negative for m1croorgan1sms and heavy
metals they ate transported to the manufactunng areas. S
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" .{MANUFACTURING CODES - - o st e e e 3
"“The lot.code is embossed on the external part of the bottle The lot code is followed by an explra'non :
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“

During this inspectionI observed bulk repackaging o tar' supplement called Life Enhancer. -
This product was being manufactured for distributio see exhibit 6). No
products were being manufactured at the time of this inspection for distribution in the US..

The firm’s pest control is managed by ({ nd checks are conducted every{B)
traps, lights, and external spraying. I did not observe any pest activity during this inspection.

A reconciliation exam was condiicted on bulk tablets that are r'epackage\for sale as Life

.+ Enhancement. No discrepancies were obse'rved (see exhibit7); PR N

date that cons1sts of two numeric numbers that represent the month and a slash with four numenc
o numbers that replesent the year S RIS .

.COMPLAINTS

Complalnts are handled at the Sprmgvﬂle Headquarters Accordmg to management no complamts i

have been ﬁled smce the last 1nspect1on in 2003 . :'- L IR

a P Cyoey L T

RECALL PROCEDURES ST e e . _
The ﬁnn has a recall procedure and conducts annual mock 1ecalls Accordmg to management no

) BT

o

‘ . -1ecalls. have been\conducted .since the last 1nspect1on an, 2003 AR A R T Rt S S

OB‘JEGTIO.NA.BLE CONDITIONS AND MANAGEMENT’S RESPONSE  f.i'". %
No objectionable conditions were observed and no form FDA-483, Notice of Inspection, was issued.

REFUSALS . ,
No-refusals-were encointered.

GENERAL DISCUSSION WITH MANAGEMENT
reports provided to me by theif

g Good (lot codes 577129 &57523 0) products tested pos1t1ve for :
ionizing radiation. I stated to management their products had tested positive and they advised me
they did not irradiate any of their products. They also stated it was against company policy and

. provide in writing to their suppliers a document stating that irradiation is not permitted. Management
advised me that they were going conduct their own investigation. I asked them if any -““Green Qi”
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ey .Exhlblt 2, third party manufacturers, dated 18 AUGO8
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“Feeling Good " product was distributed in the US and they stated that some had been distributed
and they would notify the people that those products may be irradiated. No lot numbers that tested

pos1t1ve were distributed in the US.

A copy of the “What You Need to Know about Regzsz‘mtzon of Food Facilities” was prov1ded to Mr.

- Mendivil and I briefly discussed with him food security information. .

' ADDITIONAL INFORMATION

course of the inspection I wore

SAMPLES COLLECTED
No samples W,eregollepted.’ o .

‘EXI—HBITS COLLECTED 3
‘Bxhibit I, shlppmg carmiers, dated 18AUGOS
. .Exhlblt 3, dietary supplement product list, dated 18AUG08 (7pp)
Exhibit 4, Organizational Chart, dated 18 AUG08 (1p)
Exhibit 5, Quality Assuirance and Control document

EXlnblt 6, Product -Labeling _
Exhibit 7; Reconciliation Documents '

- ATTACHMENTS-

: FDA-482, Notice ofInspectlon dated 18AUGO8 (1p)

. Attachmenf 2,' Copy of the assignment, dated 15AUG08 (lp)
‘Attachment 3
Attachment 4,

This firm primarily repackages bu]k dietary supplements that are made by third pames During the D
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