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Re: Response to Further CRN Comments to FDA's -Notice of Opporlardt-y to Comment on 
the Status of Pyridoxaniinc.- Docket No-'?005P-0305/CPI 

On behalf of BloStratum, Inc. ("BioStratum" or "the Compan% these further cort-irricrits are 
being filed to Docket No . 2005P-0305/C P i (Pyridoxamzne Citizen Petition), ¬o respond t« the 
additional comments filed on March 7, ?'006 by the Counc,ii for Responsible Nutrition ("CRN") 
in response to the Food and Drug Administration's ("FDA's" or "the Agency's'':) issuance of a 
Notice of Opportunity to Comment on the status of py,Woxamine. -'- For t;[~i.~ reasons set forth 
below, BioStratuin respectfully requests that FDA disregard CRN's «r:timcly and repetitive 
comments in their entirety. 

Nearly three :months after the close of the comment period, CRN has chosen, yet again, to re-
' submit the same questionable contentions originally articulated in its September 14, 2005 

comments, and then reiterated in its December 16, 2005 comments, despite I by its own 
admission) the absence of any relevant evidenfiary support. These assertions are: (1) 
pyridoxamirle is unequivocally a dietary in,,redient because it is one of the three primary uataral 
forms of vitamin B6, and it is one of the two predominant forms in animal products used as 
human foods; and (2) pyridoxamine was marketed as a dietary supplement prior to October 15, 
1994, and is therefore an "old" dietary ingredient under the Dietar~" Supplement Health and 
Education Act (`.DSHEA").2 

74 Fed. Re~. (i9976 (Nov . 18, 2()05) : 

As Biostratum previously responded to ttiesc arauments in its September ?9 ; 2005 submission to this ' 
docket, it vvill not reiterate its objections here, but rather incorporates its September 29 coninieiits by' 
reference. Riostratum Response Co CRN Comments to Pyridoaanzirle Citizen Petition, Docket No. 2005P-
0305iCP1 (Sept. 29, 200-5) . 
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As with its December comments., CRN has failed to provide any new or useful information 
concerning either of its arguments . Moreover, with regard 2o the second asserti on, CRNappears 
to have abandoned its earlier position that there exists "very stron~ evidence" of the prior 
marketing of pyridoxainine as a dietary supplement, but rather, provides a list of various reasons 
why CRN is unable to obtain any definitive evidence an this issue noi,,e of CRN's members 
currently market a product containing pyridoxainiile, materials in t.ie relevant timefi°ame pre-date 
ivitle-spread use of computer storage of data. and recardkeeping and, thus, relevant marketing 
materials are no longer available, ete.) . In light of CRN's own acknowledginent that it cannot 
locate, and does not expect to be able to locate, any of the necessary evidence to support its 
assertion that pyridoxarnine was marketed as an ingredient in dietar;, supplements prior to the 
enactment date of DSHEA, we see no reason for either Biostratttnn or the Agency to waste any 
additional time or resources considering this matter . 

The only additional information proffered by CIZN in its March 7 comments concerns tile 
development of the CRN and National Nutritional Foods Association ("NNFA") lists of dietary 
,supplement products and ingredients niarlceted before October 15, 1994, This information 
includes : (i) an affidavit from Dr. Annettc. 'Dickinson, fonne;- Director and Vice-President for 
Scientific and Regulatory Affairs at CRN, which describes the eonipilatiora of the NNFA and 
C;'RN lists; (2) Dr . Dickinson's May 22, 1996 memorandum to CRN nnenibers circulatin, the 
IVNTA list and describing the process for dcvelopment of the CRN list ; and (3} copies of the 
CRN and NNE'A lists . However, none of these documents contains any new information 
concerning the status of pyridoYamine a$ a ~;randfathered dietary Ingredient . Moreover, Dr. 
Dickinson's affidavit states that CRN`never independently verified that the ingredients contained 
in either list (including pyridoxamine) were actually marketed prior to October 15, 1994 . 
Further, as noted above, CR1V has essentially admitted that it cal-mot perforni such a verification 
for pyn-idoYarnine at the present time, as it is unable to locate the necessary documentary 
evidence to do so . Thus, all CRN appears to have provided to the Agency is information 
demonstrating, that such evidence is not available or does not exist. 

As explained in the Pyridoxamine Citizen Petition and BioStratuin's further comments to this 
docket, BioStratum has determined that pyriloxamille was not marketed as a food or dietaiv 
supplement until after July 1999, when thu Company submitted its INI) application to FDA to 
investigate this substance as a drug for the treatment of diabetic nephropathy . CRN has not 
provided any evidence contrary to SioSrrakirrn's conclusions, and h as, in essence, acknowledged 
that it is unable to do so . 

1-W A/2543485.1 



- 

Morgan Lewis 
. . . . , . C OUNSELORS . . . . . A. .'1 :' . LAW . 

Dockets and Management Branch 
March 29, 2006 
Page 3 

Based on the foregoing, FDA should dismiss CRN's usisuppoi-ted comments in their entirety; and 
provide the relief requested in the Pyridoxarnine Citizen Petition . 

Sincerely, 

J 
a r~ S . Gan`slaw~, Esq. ' 

Counsel for BioStratum 

cc : Robert E . Brackett, Fh.D .i Director, Center for Food Safety and ApplredNuY1-ition 
Susan Bernard, J.D., DrPF[, Associate Director far Regulations and Policy, Center for 

Food Safety and Applied Nutrition 
Susan J. Walker, M.D ., Director, Division of Dietary Supplement Programs 
Robert J. Moore, Ph .D., Director, Compliance and Enforcement Branch, 

Division of Dietary Suppleirient Programs 
Ann B . Wion, Deputy Chief Counsel, Office of the Chlef Counsel 
Louisa T. Nickerson, Attorney, Office of the Chief Counsc! 
Irene Ghan Yee Ho . Attorney, Office of the Chief Counsel 
Gary Gordon, Chief Financial Officer, BioStratum 
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