
13 December 2005 

Division of Dockets ,Management 
Food and Drug Administration 
Department of Health and Human Services 
5630 Fishers Lane, .Room 1061 
Rockville, Maryland 20852 
USA 

The undersigned submits this p~~~#~~n under 21 CFR 9‘10.30 of the Federal 

Food, Drug, and Cosmetic Act to request the Commissioner of Food and Drugs 

to take the administrative a&ion of G~arif~ing, in writing, an FDA tetter received in 

response to a pre-market notification. 

A. Action fbquested 
. . 

I. This petition respectfully requests the Commissioner to take the administrative 

action of clarifying, in writin , whether or not the dietary supplement VI-28TM, as 

detailad in the pre-market notification filed 18 August 2005, upon importation into 

the United States, snail be deemed adulterated under 402(f) based on reasoning 

provided in the FDA’s letter to petitioner mailed October 13, 2005. 

B. Statement of Grounds 

I. Reasons for filinq this oetition 

A FDA communication, dated October 13, 2905, was received in writing 

with regard to a pre-market notification filed on 18 August 2005 under 21 USC. 
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350b. The manufacturer had serious contentions with the FDA communication 

as a matter of law, however there was no instruction as to whether the 

manufacturer could,respond to this communication, how the manufacturer should 

respond to this communication, or whether this ~ornrnu~~~.~tion was a “final 

agency action”. Because the implications made by this ~omm~~i~ation severely 

affect the rights of the manufacturer, this petition has been filed. 

2. Facts 

a) Procedural Summary 

A pre-market notification was filed on 18 August 2005in accordance with 

21 U.S.C. 350b(2)’ for the new dietary ingredients (NDls) Rae& G&seng, Cornu 

Cervi Pantotrichum, Fructus Cnidii, Semen Cuscutae, and Kaampferiae 

Rhizoma, such ingredients being contained in the dietary supplement 

trademarked VI-28r”. Because the FDA has not provided any gu 

procedures for a dietary supplement containing multiple NDls, the ingredients 

were provided in one filing, and presented on separated d~~u~en~~. A copy of 

the filed notification .is submitted herewith (Abashment A). 

Following an oral request by Ms. Victoria lutwak OS the Divjsio~ of Dietary 

Supplement Programs (the Division), additional information was submitted, in 

writing, providing the address of the Notifier and an exp~anatjon.t~ one reference 

submitted by the Notifier (A~a~rne~t B). 

1 108 Stat. L. at 4331(1?94). 
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A letter with regard to the arc-market notjficatio~ was receivad from the 

Div is ion on O c tober 13, 2005 (Attachment C), In the letter, the D~v js~o~ s tated 

that, 

I’.. . you.r submis s ion does not provide an a 
conclude that “VI-28” when used under the condi 
recommended or suggested in the labeling . we wi 
be expected to be safe. Therefore, your product may be 
adulterated under 21 USC. 342(f)(it)(b) as a dietary  supplement 
that contains a .new dietary  ingredient for which there& 
inadequate information to provide a reasonable assurance that 
such ingredient does notpresent a s ig~~fi~~t or unreasonable 
ris k  of illnes s  or injury . introduction of such a product into 
inters tate commerce is  prohibited under 21 USC. 331 (a) and 
(v).“* (emphasis  ours) 

b) The subjec t matter of the previous  filing 

The pre-market notification previous ly  filed was drawn to the ingredients  

Radix G inseng, Cornu~Cervi Pa~tct~ich~~, Fructus C&id& Semen Cuscutae, and 

Kaempferiae Rhizoma. Information on the ingredients  inc luded s c ientific  artic les , 

non-peer reviewed literature, and ~~forma~on on s imits r  products. 

The pre-market notification also inc luded the c~n~~t~~~~ o 

dietary  suppiement VI-28TM, and the amount of each ingredient inc luded in each 

serv ing s ize. 

It is  unknown to the manufacturer of VI-2afM whether the ingredients  have 

been marketed in the U.S. prior to 1994. The ingredient Radix Frucfus 

Cnidii, Kaempferiae Rhizoma, and Semen Cuscutae are understood by the 

2 Letter dated October 13,2005 from Linda S. Peilicore for Susan J. W alker, M.D. to Robert 
M. DeW itty, Esq. 
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manufacturer to be botanicals. The ingredient Cu&u CW-V~ ~~~to~c~~rn is not a 

botanical. The Latin binomials and publishing authors for the botanical 

ingredients are: 

Radix Ginseng Panax @?ser)g (C. A. Mey) 

Fructus Cnidii Cnidium monniet-i (L.) 

Semen Guscutae Cuscutae &hens& (Lam.) 

Kaempferiae Rhizoma Kaempfwia galanga (LJ 

2. Restatement of Current dietarv suodement law and reputation 

a) A Dietary Supplement 

Under the Federal Food, Drug, and Cosmetic Act,{F 

supplements are currently regufated primariiy by the provisions set forth in the 

Dietary Supplement and Health Education Act of 1994 (“DSHEA”).3 A dietary 

supplement under DSHEA is defined as “. -. a product ‘intended tt, supplement 

the diet that . . . cont,ains one or more of the following dietav ingredients -.. (c) a 

herb or other botanical; . . . (e) a dietary substanc@ for use by man to supplement 

the diet by increasitig the total dietary intake . . .“.4 Apptied to VI-2BTM, it is clear 

VI-28TM is a dietary supplement as it is intended to supplement the diet, and it 

contains botanicafs, (Radix Ginseng, Frwtus Chid& Semen Cuscutae, and 

Kaempferiae Rhitoma), and a substance for use by man to supplement the diet 

by increasing the total dietary intake (Cornu Cervi ~a~~ct~ic~~rn). Thus, VI-28rM 

falls under the provisions of -DSHE 

3 108 Stat. L. 4325; Pub. L, 103-417 (19941. 
4 108 Stat. L. at 4327: 21 U.S.C. 5 321 (fff. 
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b) Adulteration under djetary supplement law 

Dietary ingredients to be inclluded in a dietary su~~~ernent may either be 

“new” or “old”. A NDI is defined under DSHEA as being a dietary ingredient that 

was I&... not marketed in the. United States before October 15, IQ94 . . .“.5 Dietary 

supplements that contain NDls are deemed adulterated under secticm 402(f) of 

the FDCA. 

However, the classification sf a dietary supplement as adulterated under section 

402(f) may be averted if, in one instance, the manufact~~@r: 

“. . . provides the Secretary wjth information . . . .which is the 
basis q~pon which ths manufacturer‘. . . 
has cancluded, . . . a dietary supplement c~n~ajnin~ 
the ingredient [the NDi] will reasonably be-ax to be safe”.6 
(emphasis ours) 

This instance has been deemed a “We-market ~ot~ication” by the cFDA.~ 

If the manufacturer does not satisfy one of two instances, the dieter supplement 

is adulterated under 402(f) as, 

“. . . [it] is a new d~et~,ingredient for which there is 
inadequate information to.provide reasonable assurance that 
such ingredient does no2 p~sa~~ a sj~~~f~~~~ or 
u~reasona~l~~ris~ of. iltlness or injury . .;‘@  ~ern~ha~~s ours) 

In the instant case, VG28’“,.while containing NDlsi averts the 

classification of “adulterated” because the manufacturer satisfied ane instance by 

5 Id. at 4331-Z; 21 U.S.d. $j 35Ob(c). 
6lcl.; 21 U.S.C. 350b(g)(2). 
7 21 CFR 190.6. 
8 Id.; 21 U.S.C. §350b (a) 
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previously supplying the Secretary-with evidence it used to ~onclu~a that the 

NDls in VI-28TM offered a reasonable expectation of safety. 

i. Satisfying Pre-market ~Qtif~t~~~ instance: Rq.da t~~y,~r~~s~ 

Under 21 CFR 190.6, the pm-market notifications ~~~~otifiG 

should contain the “. . . name *. . of the new dietary ingredient . . . in~l~ing the 

Latin binomial name (including the author of any herb or other botanical)“.g As 

shown in this petition, the names of.the dietary ingredients have been given, and 

the Latin binomials including the authors have been given, for the anicals. 

This information was also ~~evioualy provided in the ~~ti~~~tion. 

The levels or amount of the dietary ingredient in the supplement should be 

included in the notificationtO In the instant case, the levels of the various 

ingredients are provided. This information was also previously provided in the 

notification. It should be noted that the levels used are deemed trade secrets by 

the manufacturer. 

lnform$ion to be subsided to the Secretary is ~ermi~ad to vary in quality 

and quantity. As the FDA stated, 

‘... the manufacturer is not required to a complete Biterature 
search. It is required only to provide ‘Y basis on whioh 
it has Concluded a dietary supplement containi 
ingredient wil}.~~a§~n~bty he expected to be 

9 21 CFR 190.6(b)(2). 
10 The FDA stated “This provision is necessary to ensure that a manufacturer has 
considered information that dkectly bears on the safety of the new dietary ingredient of 
interest”, 62 Fed. Reg. 49887 (1997). 
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the regulation requires.“” 

The evidence to be submitted need only be that which led the manufacturer to 

the conclusion of a “‘reasonable expectation of safety”.‘2 The FDA may review 

such conclusion,f3 howeverthe pre:,market notification pruoess is not subject to 

substantive regulations.‘” The instance is satisfied frsllowing the manufacturer’s 

submission of evidence showing how and why he c~nc~ffded the dietary 

supplement containing the new dietary ingredient to offer a “reasonable 

expectation of safety”. This .instance is not subject to an ‘~A~pr~va~ from the 

11 62 Fed. Reg. 49888; 21 CFR 190.6 requires”... 
(a) of this section shall, include: 

b) The notification required by paragraph 

(1) The name and complete,address of the manufacturer or distributor of the dietary 
supplement that contains a new dietary ingredient, or of the new dietary ingredient; 

(2) The name of the new dietary ingredient that is the subject of 
the premarket notification, including the Latin binomial name (including the author) of 
any herb or other botanical; 

(3) A description of the dietary suppfement or dietary supplements 
that contain the new dietary ingredient including: 

(i} The level of the new dietary ingredient in the dietary supplement; and 
(ii) The conditions of use recommended or suggested in the labeling 

of the dietary supplement, or if’no conditions of use are recommended or suggested in 
the labeling of the dietary supplemenf, the ordinary conditions of use of the supplement; 

(4} The history of use or other evidence of safety establishing-that the dietary 
ingredient, when used under the conditions recommended or suggested in the labeling 
of the dietary supplement, will reasonably be expected to be safe, including any citation 
to published articles or other evidence that is the basis on which the.distributor or 
manufacturer of the dietary supplement that contains the new dietary irrgredient has 
concluded that the new dietary supplement will reasonabfy be expected to be safe. 
Any reference to pubtished information offered in support of the notification shall be 
accompanied by reprints or photostatic copies of such references. If ‘any part of the 
material submitted is in a foreign language, it shall be accompanied by an accurate 
and complete English translation: and 

(5) The signature of the persan designated by the manvfacfurer or 
distributor of the dietary supplement that contains a new dietary 
ingredient. 
12 62 Fed. Reg. 49888. 
‘3 Id. 
‘4 Id. 
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FDA, but simply an,a~~no~edgma~t that such ~~fQrmation ha& been placed on 

the FDA docket.15 

In the instant case, the manufacturer should have received 

acknowledgment of, the not~~jcation being placed on the FDA dock&, abut such 

was not forthcoming. 

ii. AdulteraSion under 402(1”) 

Under DSHEA, a food is a&Iterated if I‘... it is a dietary supplement or 

contains a dietary ingredient that . #. is a new di~~~.~ngr~d~~~t for which there is 

inadequate information to provide reasanable assurance that such ingredient 

does not present a significant or unreasonable risk o# ~1~~~s.~~ injury.“‘6 

(emphasis added). Regarding application o~ad~ltar~tio~.to such pro 

“. . , the United’Stabs shall bear the burden of proof of each 
element to show that a dietary supplement is ad~lterat~.‘~17 

To procedure, DSHEA asserts 

“. . . Before the Secretary may report to a baited States 
attorney a violation of paragraph (1 )(A) . *. the person 
against whom such proceeding would be initiated &all be given 
appropriate notice and the opportunity to presenl. vie~s~ orally 
and inwriting . ..“18 

‘5 Following submission of a nofification, the FDA provides the following ianguage in a 
letter to the notifiers; “4n accordarxe with’the requirements of S$$ction 413(a)~(2) of the 
Federal Food, Drug, ahd Cosmetic Act, the attached E-day notification . ..showld be 
placed on public display in Docket 955-0316 ..*“. 
16 108 Stat. L. at 4328; pl U.S.C. 342(f)(S )[f3). 
‘7 Id.; 21 U.S.C. 342(f)(2). 
‘8 Id. 
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Viewing adutterationfor a dietary supptement ~o~a~~jn~ a NDI in view of 

the pre-market notification instance, it is believed that or-roe thy-manufacturer has 

filed and provided evidencein a no~fic~tion, he has met his burden, -and thus 

averted the “adulteration” classification. Accordingly, his Cretan supplement 

should not be subject to the’provisions of 402(f) ,at.the onset. Bedause the 

United States has the burden under 402(f) to prove the elements of adulteration, 

the manufacturer’s initial burden can only be overturned upon some evidence 

provided by the FDA that questions the risk of illness or injury arising from use of 

the dietary supplement containing the NDI. If the FDA’s evidence to the dietary 

supplement cannot be contradict& by the manufacturer through the submission 

of oral or written views, the supplement shall- hencefo~h-be de~rn~d adulterated. 

It does not appear :as though the FDA can merely r&y upon the evidence 

submitted by the manufacturer as ~in~‘inade~uate Sn:an of itself. At the 

very least, the FDA should be required to contradict the evidence submitted by 

the manufacturer by specific reference. Mere whotesale ~lassifi~a~on of 

evidence as “inadequate” does nut show that the FDA has actually reviewed the 

manufacturer’s evidence nor considered the Ieve{ of Ndl used in the supplement, 

and likely does not satisfy the statute. Additionally, wholesale o~a~si~ation of 

the manufacturer’s evidence as “inadequate” would require the m 

meet two burdens in his pre-market notification filing: 

1) showing that the MDls present a “reasonable e~~~~tat~on of safety”; 

and 
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2) proving the ‘“adequacy” of the i~forrnat~o~ tu show the 

present a significant or unreasonable risk of illness or injury. 

The first burden is met by the ~nufa~turer upon s,ubmiss~on of the notification 

and evidence. Before it is required,to address the second burden, the FDA 

should present specific evidence as.& how and why the NDlsma 

significant or unreasonable risk of ‘illness or injury. After the FDA’s presentation 

of evidence, the manufacturer, under 402(f), is notified and given an oppo~un~ty 

to respond orally or in writing. If the FDA merely provides ~onj~ture without 

evidence as to how’and why the NDls may present a sig~~f~~ant or unreasonable 

risk of illness or injury, it has not met its burden under 4~2:~f). The-.manufaeturer 

should not be required to reply to mere conjecture with concrete d 

Furthermore; a determinative that there is inadequate jnf~rmtition requires 

a proceeding in which the manufacturer is notified and allowed to present views, 

orally or in writing, more than likely contradicting the FDA’s assertion of 

inadequate information to provide a$surance against “aig~ifioant or unreasonable, 

risk of illness or injury. If a determination of adulteratjon unde~4~2~f) is made 

after submission of the pre-ma. ncitification,j and before the manufacturer 

has been notified and given an o~~o~unity to contradict the F 

orally or in writing, his due process rights under the, Fifth Amendment are likely 

being violated. 

In Zotos ~ntern~t~~~~l, Inc., v. Kennedv~s the p~a~~ti~ brou 

challenge the FDA’s denial of trade secret protection fur its chemical-based 

cosmetic formula. In holding that the FDA failed to accord the manufacturer due 

‘9 460 F. Supp. 268 (1978) t 
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process rights by not diqelosing the facts and asaum~tions u~on,~hi~h it relied 

prior to issuance of a fina9 order, the court stated 

“*. . before issuance a final order a p~~ti~~~r musthave some 
means of engqging in a reasonably facus@d d~~9ogu~ with .the 
agenoy concerning the major points at issue! and an opportunity 
to adcfress the: agency’s position a~d,inf~rmation on which 
it rests must be afforded, whether by w.ritten or spoken word . . .“*O 

In the instant case, it is believed that a determj~a~9o~ of adulteration for VI- 

28TM possessing the indicated ND9s should not have been made without the 

presentation of evidence by the FDA which questions the, NDls as posing a 

significant or unreasonable risk of. illtness or injury. If the FDA desired to-make a 

determination of adOIteration for Vl-28TM under 402(f), the petitionei should be 

notified and have thi; opportunity to present his views, orally or in kiting, to 

contest the FDA’s evidence Bnd assertions. By declaring Vl-2ElTM to be 

adulterated under 402(f) without the presentation of evidence, without notifying 

the manufacturer, or allowing the manufacturer an opportunity to present views, 

the FDA circumvented the ~9a9~-fe~er of the statute, as~well asthe.interpretation 

provided to FDA prdcedurea by the federal courts. Because it us. prohibited to 

introduce an adulterated product it-&q interstate comm@&e,“’ and if such product 

is introduced, it may, be subject to condemnat9on~~~s~izure, 23 and destruction,24 

the property interests of then manufacturer are at issue. Thus, a determination of 

adulteration that is not in accordance with the statute is a vi~lat9o~ of the due 

process rights of the manufacturer. 

20 Id. at 278. 
21 see, 21 U.S.C. 5331 (a) and (v]. 
2221 U.S.C. 334(a)(l). 
23 21 U.S.C. 334(b). 
24 21 U.S.C. 334(d)(l). 
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3. Analvsis of FDA communication mailed October 13,2005 

In the FDA’ s communication, the FDA held that the, ‘I... information in . . . 

[the] submission [did] not provide an adequate basis to;r=&nciude that VI-28 

when used under the conditions re~rnrnan~~d or ~ugg~~t~d in the labeling . . . 

will reasonably be expect&to. besafe.” (emphasis added}25 In support of their 

position, the FDA asserted it was “..” unable to identify any of the now dietary 

ingredients that will !be used to make VI-28”, t~e,notif~cat~~n did not specify which 

species within the genus Cervus will be the source ofthe i~g~~d~e~t Corm Cervi 

Pantotrkhwn, and it was not stated-which part of the plantor how-the raw plant 

material will be processed for any af the four botanical.i~~redi~~ts of W-28. 

Further, the FDA stated the notification did not describe the manufacturing 

process used to combk-re the NDls or information about the sa$ety-of the NDls in 

the supplement VI-28. If is our contention that because the .FDA’s requirement 

that the infomtation be “adequate” was improper, the support used by the FDA 

was beyond that allowed by the statute and did not adhere to current FDA 

regulations, the FDA has not proposed or published new or modified regulations, 

and the FDA concluded the dietary supplement was adu~~~ated without notHying 

the manufacturer or providing an oppo~un~ty to respond orally or in writing, the 

FDA’s letter was an improper violation of the FDCA in general, DSHEA, and the 

due process clause of the Fifth Amendments 

a) Requirement of “sdequasy” improper at Pre~markat.Not~f~c~tion stage 

25 Attachment C at pdge 2. 
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As indicated, the FDA asserted that the,info~~tio~ su~rn~~~d did not 

“provide an adequate basis  to conclude” W -28’will reasonably be expected to be 

safe. The appiicatidn of the “adequate basis ” s tandard z+t this  pair% is  improper. 

DSHEA c learly  s tates  that the markfacturer should present ev idence supporting 

his  conclus ion as to, why the dietary  supplement containing the NDI presents a 

“reasonable -expectation of safety”. ‘5~ requiring the ~~forrnati~n ta be “adequate” 

the FDA has modified 21 USC. 3Wb(a)(2) (“pre-market ~oti~oaiio~ ins tance”), 

and their own regukjtions  by setting a s tandard that the ev idetze {information) 

must reach to be higher than that tn the s tatute. By the FDA’s  own comments, 

the ev idence to be subniitted may vary  in quality  and quan~~ty.~’ The s tandard of 

the ev idence to be submitted by the manufacturer need oniy  show how and why 

he was able to determine the NDls  offer a “reasonable ex~ot~tio~ of safety”.27 

There is  no verbal equiva lek in 21, U.S.C. 350b to the term ~‘a~equate~‘. By 

inserting this  s tandard, the FDA has ~nGon~t~tut~on~liy taken on the role as 

legis lator, modify ing’the law as it deems suitable.%  

In the ins tant ,case, t&e manufacturer supp~~ed~~vide~~~ to the, Secretary 

establishing how and why he oame to the conclus ion that VI-28 containing the 

ND Is  Radix G inseng, Cornu.Cervi Pantc@ichum, Fructus ~#idii, Semen 

Cuscutae, and Kaempferiae’ ffhkma offers a reasonable degr!e ef safety. The 

manufacturer showed ev idence ofzonsidering, the amounts of the 

VI-28 by inc luding them in the notification. It is  believed the manufacturer had 

26 62 Fed. Reg. 49888 
27 Id, 
28 Contrast this with the FDA’s  stated comment that “The agency . . . in deciding what 
information needs to be ‘provided, is  bound by the standard of the act. it is  not free to 
rewrite the law.” (62 Fed. Reg. at 49888). 
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met his burden under the statute. Whether or not the i~f~~at~o~ is ‘“adequate” 

can be addressed d,uring proceedings refating to the’~os~~b~lity of VI-28 being an 

adulterated product. 

b) Support provided by the iCDA was beyond that allowed by statute-and 

required in 21 CFR 190.6 

Under current FDA regulations, the FDA has not de#i~ed.the level of 

quality and quantity of evidence to be submitted by manufacturers in pre-market 

notifications. instead, the type of evidence to be submitted is bas upon that 

which leads the manufacturer to i=onclude that the dietary sup~~emant containing 

the NDl’s offers a reasonable degree of safety, As stated in Zeros, 

“lt is axiomaticthat once an agency oommits in its regulations 
to adhering to certain principles or procedures, it cannot violate 
them.‘“’ 

That the FDA has committed itself to the current regulation, 21 CF 

evident in comments made and pubfished. So The petitioner is not aware of the 

FDA proposing new Iregulations to reptace 21 CFR 190.6, or proposed 

modifications to the current regulations. 

In the instant case, the FDA has stated that it we-unable to identify the 

new dietary ingredients used to make VI-28. However, the.m~~ufa~turer had 

identified the botanicak by their Latin binomials and correspond~n 

accordance with the regulations. 31 The FDA commented that it -was not clear as 

to what is the source of the ingredient Cornu Cen/i ~~~~o~~i~~u~. The FDA has 

29 Zotos at 275. 
30=62 Fed. Reg. 49888 et seq. 
3’ see Attachment A. 
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indicated that we did not provide the species for the ~~gr~djent CCWW Cervi 

Pantotrichum, however as this ingredient is not a botanical, the Latin binomial or 

author were not required by the regulations. Various specks of deer antler were 

provided to show the general nature of the use of deer ant& in su~p~ments, 

and the safety associated with their use. Addj~~nal~y~ it ~3s stated that Cornu 

Cervi Pantotrichum is afso. known as Pilose Antler. One piece of evidence 

submitted was directed to Pilose Antler, entitled ‘Young Piiose A~~~er~A Precious 

Crude Drug”. The FDA, through an oral request, desired more information on 

this reference, which was delivered in the letter fifed by notifier dated, 29 August 

2005. In its request, the FD& did not indicate that it was eontest~ng the safety of 

this NDI when requesting more information. 

The FDA ako indicated that-we did not indicate the part of the plant to be 

used or how it will be processed. This information was not required to be stated 

under the current regulations. The manufacturer should not be expected to 

mind-read or anticipate what the FDA deems necessary if it has not been 

W3 promulgated and published in current regulations. All the manufacturer can do is 

follow the regulations made kvaitable to it. 

FDA has also indicated that the manufa~uring process us& to combine 

the NDl’s was not provided. Again, such information has not boon promulgated 

for. By providktg the amounts of NDl’s used in W-28, the manufacturer has 

shown that he has considered the amounts when ~no~~~~ng VI-2 

reasonable expectation of safety. 
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The FDA hae furthers indicated that evidence about tf7e safety of the NDl’s 

combined in VI-28 was not ~rov~dad. Again, the request for such information by 

FDA goes beyond current p~omulgated.regulations. What type of study should 

be conducted on VI-28? How long should the study occur for? ~h~ra should the 

studies be conducted? The ambiguity in such a request is outstanding. The FDA 

has requested information that clearly-goes beyond their current regulations, and 

the intent of the Congress when passing DSHEA, 

“DSHEA fulfills that purpose by . . . defining dietary 
supplements ~~nd~,d~~ecting FDA that they are not to 
be regulated a& drugs or food additives, . . .‘13’ 

The standard for drugs should not be used, nor should the standard for food 

additives be used, so which standards should be used? ~ega~dle~ of what the 

answer is, it should pot be up to manufacturers to decipher such ‘a riddle, 

By relying upon regulations that have not been formally droposed and published, 

interested parties are “operating in the dark”. If the FDA decides> to implement 

regulations without informing interested parties what those r~ulatjons are, such 

would be a clear viofation of fairness. The FDA could su~~s,~dly i~mpjement the 

unpublished regulations against so,me, but not implement the~aga~nat others. 

Those who were subject to the unpublished regulations wo,uld be required to 

expend large sums tc satisfy regu@tions. unknown to thorn or to others. 

Simultaneously, thoqe that are noi subject to the unp~b~~s~ad regulations would 

clearly have an unfair advantage by not being required to expend resources to 

overcome the unpublished ~~gulatio~s~ -lf the FDA desires new regulations, 

32 Pharmanex v. Shalala, 35 F. Supp2d 1341 (19993. 

16of20 



procedure must be folkwed under Administrative ~ru~e$ure.A~t~33 At present 

date, all manufacturers can do is f?llow what has been p~blish~ and what the 

FDA deems as being their tiurrent regulatory procedure. The manufacturer of Vt- 

28 has done just that, satisfying the FDA’s current published regulations. To 

subject him to regulations of which are unpub~~h~ would subject -him to 

“arbitrary and capricious”’ findings by the FDA, and possibfy djsc~rn~~ato~ 

treatment. 

c) The FDA has not proposed nor promulgated modified or new r~gulatiuns 

The manufacturer notes that current regulations as. they rel&te to pre- 

market notifications:for dietary supplements are ~ro~u~~ated in 21 CFR 190.6. 

These regulations were refiad upon when filing the ~~~fic~tion. The FDA has not 

proposed new or modified regulations,. nor has it published new regulations. The 

notifier was not made aware of any changes to, 21 CR? ‘1QO.6, ihus the 

application of new or modifi@d regulations that are not p~bl~~had or made knawn 

to interested third p$rties is a violation of administrative ptlocedufee, and possibly 

constitutional violations. 

d) FDA’s conclusion of adulteration violates of due process rights 

In it’s communication, the FDA concluded that VI-q6 may be adulterated 

under 21 U.S.C. 342(f)(l)(B),. It is believed this ~n~us~o~n,~s a.vio~ati~n of the 

manufacturer’s due process Tights as the FDA has failed%0 noHy the 

manufacturer of a proceeding to dethrmine adulteration, and has notprovided the 

33 5 USC. §561 et seq. 
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manufacturer an opportunity to present views, orally or ~~‘~r~ti~g, to contradict 

the FDA’s conciusiqn. 

The manufaciu~rer satisfied its burden under DSHEA by sub~j~ing a pre- 

market notification. In its letter, the,FDA conciuded that the dietary supplement 

may be adulterated under FDCA, However, the f DA did not communicate the 

evidence it relied upon in making its determinations ~~re~y,s~ti~g an inab,ility to 

identify a new dietary ingrsd&xrt likely does not support a case-for a~uiteratjon 

under 402(f). The F!DA did not present any case of harm when using the NDls, 

nor any information or question an Mess arising from use of tne 

the FDA did not provided one scin@a of evidence or even mere conjecture 

questioning the safeity of the NDls. The,manufacturer is unaware &hy the FDA 

was not able to identify the, ingredients; the amounts were given for each NDI, 

the Latin binomials and authors were provided for all .botanj~al~, and evidence 

was submitted for each.NDf. 

The FDA did not accord the manufacturer an oppo~un~ty to respond to 

FDA evidence, orally or in writing. As the manufacturers gropes interest are at 

issue due to the fact its product may be condemned, seized, and destroyed, 

upon entering interstate commerce, the FDA% dete~min~io~~ia a violation of the 

manufacturer’s due process, rights. 

The petitioner takes note of the specific language used by, the FDA in its 

communication that the product “*. . may be adulterated under 21 USC. 

342(f)(l)(B) . ..” (emphasis added). The FDA may intend this to m&n 

adulteration is not definite, but it does not give the rnanufa~~r~r any idea of how 
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its product would be affected. As the manufacturer imports Its pmduct into the 

U.S., it is subject to Prior Nqrtice as administered,by the U.S. stems and 

Border Protection @BP) agency. 34 To satisfy the Prior Notice, the FDA works 

with the CBP to address imported foods (including dietary supp~ernen~~, 

Whereas in the communication the FDA asserts that the ~r~d~~t m be 

adulterated, upon the submi@sion of P&r Notice, Will the FDA in&wm the GE3P 

that M-28 b adu!terated, and tb~fl subject it-to se&we end devotion? or 

Will the FDA inform the CBP that the m~nufa~tu~r h 

notif ication and therefork is not subject to detention ‘or s& ‘2 The 

manufacturer cannot make a determination either way, and thus Js at a severely 

unfair disadvantage; and pogential ~QSS of his property. The ~n~jl~ty to determine 

if the goods will be detained, seized, and destroyed doss not gjve sufficient 

notice in sufficient time to thq manufacturer. As stated in &z&q 

“...it is . . . fundamental that notice be given and that it bs 
timely and c-leqiy inform the individual of the propos 
action Bnd the grounds for it. Otherw@e, the individual 
likely vitouid be- unable, to‘ marshal evidence and prepare 
his case so’ as $0 benefit from any hearing that was Providence 

If the manufacturer Ships VI-28 to the U.S, for impo~t~off, and the FDA informs 

CBP that the goods are adulterated under 4@(f) for the reasons stated in their 

communication, restilting in deta~ment~ the manufacturer has no ~tber choice 

but to destroy the goods or incur the expense of shipping them’ba~k to their 

origination. Thus, the use of the FDA’s language of “may” in,tha~~ immunization 

still leads to the violation of the dus proc%ss rights of tha,menufa~t~rer~ 

34 Pub. L. 107-188 (2002). 
35 Zofos at 274. 
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A. The petitioners herein m&e a~cfaim of cahagorical exclusion under 21 CFR 

525.30. 

The undersigned certifies, that, to the best knowledge and belief to the 

undersigned, this petition indudes all information and vi@wG onwhich the petition 

relies, and that it indudes re~re~entat~,ve data and i.~formati~n known to the 

petitioner which are ,unfavorable to the petition. 

Signed: 

Name of petitioner: 
-i.i 

Viaconie (~nte~nat~onal~ Ltd. 

Mailing Address: 111 S. ,Galvert Street, Ste. 2700, Baltimore, Mtirvland 21202 

Telephone Number: 41~-~3$-~9~~, Itefe\ 

Fax Number: pl,O-!5i&1973~~fax~ 
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