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From: Consumer Safety Ofﬁcer Dmsmn o 'Dletary Suppl

: ainsfe:, Qfﬁce of
Nutntlonal Products, Labehng a,nd ,D ary Supplemem e

Subject: : 7 S-Day Premarket Notxﬁcatmn of N W Dxetary Ingredlen

To: Dockets Management Branch HFA 305’ i

Subject of the Notification:

accharomyces cerevisiae DIAM-H-04-2

Daté,{ Recéiﬁ/edéby FDA9/23/05  ,"  3
- 90-DayDate: 1212205
In accerdance with the reqmrements Of sectmn 41 3(a) of .V r@{?@bd Di;u’é; and o

Cosmetlc Act, the attached 75-day premarket notlﬁcatlon an ted correspondence for the

aforemenuoned substance shf”k d be*placed on pubhc dlsplay in docket number 9SS~03 1 6 as

' soon p0331b1e smce 1t is past the 90,_ y. }date T ha:nk you for your ass:tstance




. %' . DEPARTMENT DF HEALTH AN y"‘fiPubIcc Health Semce

Ty Faod d.Drug Admmsstrataon

CDEC 6 W05
Alexander G. Schauss, Ph D. FACN :
Director = :
‘Natural and Medicinal Produc’ts Reseamh
AIBMR Life Scxences, Inc - -
4117 S Meridian =~

,Puyallup, Washmgton 983 73

Dear Dr SchauSS'- CEOE
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.The di ctlons for use. w111

new dletary 1ngredlent that ha
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U days before the dxetary mgred'

_reasonably be expected to be saf Ift
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; FDA was unable to determme
your notlﬁcatxon the organ

relevant to evaluatmg the safe
condmons of use.
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Management Branch in docket num
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le secret or otherwise
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~ Ifyou have any qu
436-2375.
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James R. Prochnow
Tel. 303.572.6546
Fax 720.804.7646
prochnowj@gtlaw.com

December 19, 2005

Dr. Susan Walker PhD '

Division of Supplement Programs and Comphance B

Office of Nutritional Products, Labelmg, and Dletary Supplements (HFS 820), Center for Food
Safety and Applied Nutrition (CF SAN)

Food and Drug Administration .

5100 Paint Branch Parkway

College Park, MD 20740

Re: New Dietary Ingredlent Notlﬁcatlon DIAM-H 04 2
Dear Dr. Walker:

We are representing Embria Health Smences LLC (“Embna ’)S in t:he above referenced matter.
Embria received your December 6, 2005 letter which constituted the FDA’s response to the 75-
day premarket notification filed by ‘Embria through Dr. Alex Schauss for the New Dietary
Ingredient DIAM-H-04-2. In your letter, you indicated that the notification would be kept
confidential for 90 days after the ﬁhng date of September 23, 2005, at which time the
notification will be placed on pub 'splay at FDA’s Docket Management Branch. You further
indicated that, prior to that date, Embria .ceuld 1dent1fy in writing, specxﬁcally what information
it believes is proprietary, trade secret in nature, or otherwise confidential. Accordlngly, as
detailed below, I have indicated, on behalf of Embna, those secuans of the Premarket
Notification whlch Embria beheves are conﬁdentlal in nature and exempt from publication
pursuant to Sectlon 8 of DSHEA. ' , : .

The “Premarket Notlﬁcatlon for DIAM H-04—2 as a New Dle_""'i' "I;ngr;edient”; filed by Embria
consists of 22 pages, plus twenty Appendices attached to the | emarket Notification. 1 have
enclosed a copy of the Premarket Notification with the sectior

confidential, proprietary, or trade secrets hlghhghted for your easy;revxew I have referenced the
highlighted sections below; each of the spe(:lﬁed sections, along with all of the Appendices
attached to the filed Premarket Notlﬁcatmn, is exempt from publication due to the _proprietary, -
trade secret, or confidential nature of the mformatlon These exempt sectlcms are the followmg

A0S

Greenberg Traurig, LLP | Attorneys at Law | The Tabor. Center | 1200 17th Street | Suite 2400 | Denver, COisG?qz{Té!fBQB.SE?Z.}GSOO | Fax 303.572:6540 | www.gtlaw.com

Introductory Paragraphs, Page3, B : > D
Section I. Description, Page 3, Paragraphl I SRR ﬂ@@
Section I. Manufacturing, Page S, Paragraphs 2-3 y(



Dr. Susan Walker, PhD
December 19, 2005
Page 2

Section I, i. Chemlstry, Pages 6-7, Paragraphs I~3 5 L

Section II. Stability, Shelf-life, Pesticide Determination, Pages 7~9 (entxre sectmn)
Section IIL Toxicology and Safety Studles, Pages 9-17 (ennre seehon)

‘Section IV. Summary, Pages 18-19 (entire section)

Section V. , List of Appendices, Pages 20~21 (ennre sectxon)

Additionally, as stated above all of the actual Appendlces that accompamed the filed Premarket
Notification are proprietary, confidential, or trade secret in nature, and are exempt from
publication pursuant to- Secnon 8 of DSHEA ‘ ,

Please call me if you have any addltlonal questlons or comments Thank you for your attentlon
to this matter.

Smcerely,

%ﬁ@m

James R. Prochnow :

/Gf'e@nbergTraurig, RIS nE




Natural and Med1cmal Products Research .\
' ghzss-?.s@zss& e r

P.O. Box 1174
Tacoma, WA 98401 1174 USA

WWW, a1bmr com

\ Amerlcan__lnstltute for onsomal and Medlcal Research Inc.

,53-286-2886 ‘
o@axbmr com

September 22, 2005

Dr. Susan Walker PhD :
Division of Supplement Programs and Comphance e e
Office of Nutritional Products, Labeling, and Dietary Supp ements (H
Food Safety and Applied Nutrition (CFSAN)
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

|1
¢

Dear Dr. Walker:

We have been authonzed as evrdenced by the attached letter from Embrra Health Scrences LLC,.
(“Embria”) Cedar Raplds lowa, to submit a premarket New Dietary lngredrent (“NDI") Notification
on its behalf, pursuant to Sec. 413(a)(2) of the Federal Food, Drug and Cosmetic Act (“FFDCA?”)
and 21 CFR 190.6. The original and two capres of that Notrﬁcatms are attached in this letter.

Our street maﬂmg address for commumcatxons is:

Atiertion: Alexander G. Schauss, PhD FACN Dzrector Natural

"\end Medicinal Products: Research, AlBMR Life Scrences fnc :

4117 S. Meridian,
Puyaﬂup, WA 98373
Phone: 253- 286-2888
FAX: 253-286-2451

This NDI Notification presents comprehenswe solentrﬁc information that is the basrs on which -
Embria has concluded that a dretary supplement contammg DIAM-H- 04-2, a dned preparation of
Saccharomyces cerevisiae (to be sold under the tradename EplCor "") will reasonably be

‘expected to be safe, as required by the statute and regu!at;on identified above. The format of this -

Notification meets the requirements. hsted in: 21 CFR 1906 {b) (1 through 5) and follows the
numbenng system of that regulation,

Embria’s determmatlon that DIAM H- 04-2 wm reasonably be expected to be safe is based on
commissicned toxucology studies performed by mdependent test g laboratories. The enclosed
Notification among other thmgs mcludes a comprehensrve Table ef Conteﬂts and 19 appendrces

This Notrflcatlon contains trade secrets and conﬁdentual commercral mformatron protected from
disclosure by the Freedom of Informatron Act5USC. § 562(b)(4) | [FO Al (Exempt:on 4) and the
Federal Trade Secrets Act 18 U.S.C. § 1905 That protected mformatton appears on pages
marked with the headmg ‘




ecret Information

of thls notxfrcatlon As a part;
on for posting on the '
, in response to FOIA

deach page thereafter
'otlﬂcatlon . ’

and may not be dlsclosed to any person not necessary for
of this notification Embria is providing a public version of thi
Docket No 958—0316 and publ:c dnscktosure mc!udmg but n

s*or q stions that you have about thls

| request that you call me tG dlscuss _
‘ ch commumcatnon from

Notlﬁcatlon lam ready, wﬂhng, and able ‘te respond prompﬂy, to an
you. : ; , T

Sincerely,

; ~exanderG Srhauss PhD FACN : iy
~Director, Natural and Medlcmai Pmaducts Research T

‘Enclosures: One original and two copies of the NDI submission




Heatth Smences .

September 9, 2005

Dr. Susan Walker, PhD

Division of Supplement Programs and Comphance L

Office of Nutritional Products, Labeling, and Dietary Supplements (HF S 820)
Center for Food Safety and Apphed Nutnnon (CFSAN)

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

- To Whom It May Concemn:

Please be adv1sed that Alexander G Schauss, PhD FACN Dzrector Natural and Medxcmal

Products Research and his company AIBMR Llfe Scxences Inc ‘have been retained by Embria . "

Health Sciences (EHS) L.L.C. to represent us in the research d filing of a New Dietary
Ingredient Notification, as required under 21CFR190.6. Dr. Schauss has full authority to act our -
“behalf in regards to- the research and NDI apphcatlon Sl

Any questions or concerns related to the research and the New Dletary Ingredxent Notification
should be. dlrected to: :

Attention: Alexander G Schauss PhD, FACN :
Director, Natural and Medlcmal Pmducts Research
AIBMR Life Smences, Inc. : , :
4117 S. Meridian,

Puyallup, WA 98373

Phone: 253-286-2888

FAX:253-286-2451

Sincerely,
Embria Health Sciences
Sl :f/// ks

Paul R. Fagar
President

8 Est Stroet NWe G
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| 1 Today S medern class '
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- PAGES 10 THROUGH 17
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 CONFIDENTIA
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