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VIA HAND DELIVERY ,. ,._... I__‘,_ ._ ‘.// : .,,! ‘ .jl ;, 

Dockets Management Branch 
Food and Drug Administration 
Department of Health and H,uman ;__ 

Services 
5630 Fishers Lane, HFA-305 
Room 1061 
Rockville, Maryland 20857 

Re: Citizens PetitionsRequesting FDA to Regulate ArivaTM Compressed Smokeless 
“’ TM Tobacco Cigalett (Docket Nos. 0 lP-0572 and 02P-0075) 

Dear Sir or Madam: 

By letter dated June, 14,2002, through its counsel Bennett, _ -_-ler and Coleman (now TWll 

Ropes & Gray) GlaxoSmithKline Consumer Healths-Care, LP (“GSK” or “Petitioner”) 
submitted a letter in the docket in the petitions-referenced above to address a prior false 
statement by GSK in an earlier subrnissiqn., In that earlier submission, filed on April 26, 
2002, GSK stated that St,ar Scientific, Inc. (“Star’S&%fi?‘) %,“.n& made ArivaTM I ‘I+n/_ “d.Vi,“. 
available for sale over the Internet through at least otie tiebsite operated by a distributor 
of tobacco products”. In‘f&t; St& S%ntific does not sell Ariva’” through the Internet. 
The Petitioner only acted after counsel,ifor Star Scientific’demanded that it correct the I “‘.-.ii- ,_. ..,“. _,;, “,.) j ,~. y’ I 
record regarding this false statement. 

In its June submission, the Petitioner suggests that Star Scientific misunderstood what it x,1*” .x,(.,*1 ‘^ .,._ -,.,i-,, _,W‘ -; (_ ___ ;, 
was saying in its earlier comments. The statement at issue, however, is plain on tts face 
and is false. As a result, the Petitioner,was forced to acknowledge in its June submission 
that ‘Star [Scientific] does not sell Ariva TM over the Internet directly to consumers.” The 

Petitioner attempts to lessen the impact of its false statement by claiming that Star 
Scientific is not adequately policing the Internet regarding sales of its products by 
independent retailers. However, GSK not only has failed to substantiate such a claim, but 
its own investigation shows that Star Scientific has taken reasonable:steps to limit _:= ““.T’i ?*-.“b.“ >a=,:..>> i--r+ * ,._, $ J”, ;& 7-I; g, .A,2 
Internet sales of its ArivaTM product by third parties. 

_* I.. 
I< -.* _,_ 
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Although not relevant to the sale of,Ariva, , T TM GSK in its latest submission first notes that ” ” ‘\ 1 “, u* . IX _ ..; ,dT.,“) ._ ., _ 
a search of Internet sites shows th,at%cigarettes produced by Star Scientific’s subsidrary, 
Star Tobacco, Inc. are &&able over,some Internet sites. Yet one of the exhibits.,that , “,,b^ .*“” v<. .,. p 4,: ̂ ./ .:,,;. -VW.; ,.?’ .,.^ ._,_- (, ” 
GSK attaches to,its‘submission is a-letter from counsels for Star S~~ent$tlfilc,to, anInternet I .I) i < i-m,“.“;” provider expressing its -;;rr;s &K ii--; saf;“gp;-$-y~;e-~, IncI”clgarettes over the 

Internet. In fact, Star Scientific sent identical,~~~~~drs-tb~~“~~i Internet providers that it was 
able to identify who where selli,ng Star Tobacca,“I;;c.cig.~~~~~~~‘~G;-r‘the Internet. ‘GSK 
quoted extensively from this letter in its submission: 

. . .counsel for Star has provided GSK with. ;? letier~th@, it says, 
exemplifies the position that Star routinely takes with 
respect to the sale of its tobacco products over the I.ntel?;let. ri. “d I_,? &J iG.-~~,,“~*~*‘ I,n this 
letter, Star declares that it does not offer its products for 
sale over the Internet, because, for among other reasons, ‘Internet 
sales are not sufficiently controlled so as to insure that minors do ., ,, *Is -.*“c x.r*r:..~r;,.‘ll, i”‘“.,-L~>i” .“<““,$ (, 
not have access [to tobacco products] via the Internet.’ Moreover, 

‘$< (_ ,~ 

Star’s letter advises Internet distributors ‘[t]o the extent 
you choose to make cigarettes available over the.Irrtenet, you 
should understand that Star Scientific is in,no “Jay endorsing such 
activity and/or the legality of such practices.’ Star also notifies website 
distributors that it does not authorize them to, make,,<ey claims relatmg 
to its products or any statements, suggesting ihat Star Scientific end,orses 
the sale of its products over theInternet. <- ^L( i^_ .,a&- _< *_ ,,. . . . .-,_ “..,i ,*_ 

The letter underscores Star Scientific’s C?.mm,itmentt,o l~i.m~i$ to the extent Possible, sa1es I.. ..:,.. .I I.) 
of its products over tl-&nte&et: _ 

., Il.ll.l.‘ j_l ,. , I ” ,,. / 
, , “_ ..I 

While acknowledging that Star Scientific does not sell ArivaTM over tbe.Infemet, GSK in 
a footnote points out that Star Scientific does maintain an ArivaTM websrte “where , ‘.‘II-- 4,. ..-p.~“-is”” “>, :a,< _ i..&“<.; -<,$r,r~,,‘ , ..:,I ,$, (. ., ‘” “Z . _ , 
individuals over 21 cari obtain information about the product. Once, ‘z&n, GSK seeks ~ *_.-.. ^,~~.~u.‘+--;l”n!-^il ^__..a %,*,<* “,w;u*LIb ( x 
to over-play its hand. As GSK isforced to acknovvledge, the website, which is 
informational,onl”v:~ has a screening me&&m to ‘limit”‘acc+ss to those over 2 1. Also, the 

TM is for adult tobacco conaur@rs~,only and that -’ website prommently notes th,at Ariya, “I _, ,*, _ _ 
underage sales are prohibited. G.SK’S.refe~~~~~~~.,~~,;~.~~~~~;~~:~~~en~~cr:.~.~a~ website 
only further sewes,to un&~sgq:~~. ~S@..$c:!e$f’,$fj t.ym~ltmenf to h!!tlng acc&S to L‘ ,;” __ ,: 
ArivaTM to adult tobacco users. 

.__ 
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GSK also states that $Ariva TM is “increasingly” being sold over the Internet. Yet the one 
site that GSK had referred to as seliing ArivaTM in its April 26,2002 submission had 
stopped selling Ariva TM at the diretit’request of Star Scientific prior to the date on which 
GSK filed its response. GSKys referen?: to inEreasi,ng- Internet sales is apparently 
intended to engender opposition to &i-v,% TM in the same ‘m&irier’as its initial false *. -.+. J-i .‘_ _I. ~+w.*,:&~.i~~&, _ & ‘. i ;“i’,,, ,& ( “a-&‘;ey~ “&g z, */ J’ v.-, c; _” “.,<: ,“” (, 
statement that Star Scientific was selling Ariva TM over the Internet, or Its latest contention 
that Star Scientific is not’adequatkly’monitoring Internet sales. In fact, although Internet 
sale of tobacco products are not prohibited, Star Scientific has.cpnsi$e,utly expressed its 
preference that its products not to be sold over the Internet and has taken reasonable steps I I._.,~.i .’ ._ - ‘..: v-l:- 1, 
to limit such sales. 

‘<...-- _~ : i 

As noted above, prior to GSK’s Aprii 25,200l submission, Star Scientific did arrange to 
have the sale,of Ariva TM on the website~~penti.~,ed~~~ GSK in its submission .. -(.?j ,lb ,I *< ,s _ .l~ “._, ,& I(~. &, -&&~>-,~; 
(~.tobaccobam.com/dxcartclaarettehtlmidxcartarivahirol) halted. In its current i ,“W. “v”,“~‘:r~-*.i <hi Irsl(, * *~k&L * _,//, /L/i/ i”“,,&.” c::.-” p*‘i “i.*~ic.+~*.l* ;*~~.mM*a .4. ,,.‘ /c ‘” 
submission, -GSK identifies four other. Internet sites where Arivar:’ allegedly could be --’ ‘) -I’ . .& ,/ ,;.:; :~ 
purchased over the Internet,*and+one website that advertjses ArivPM-over-the Internet, but 
where purchases can be made’by-mail only.’ Gf‘ the’ fourInte,r$$ sit,esthat*GSK claims 
are actively selling’over theInternet, GSK admits that no product is available through bne” ” “..“.~._“el~.X” _,,, 
site, www.aldiscountcigarettes.com. With respect to www.smokeshack.com, following 
GSK’s sub&&i@~ strir‘Sc;i~~~~f;c’,~aS’Bble to arrafige that sales of Arlva 

-- i * “i”i i ,..., ig-Ei. this 

Internet site be halted. A .letter confirming that f&t is‘attached as, Appendix 1 as is a 
product search of this site showing that the tern ‘ArivaTM is,not cu”ently found on the 
site.’ This also is the &se %itb respect to ‘wwvv.cigaretteoutlet.com, where GSK stated 
that StonewallrM moist was available for. sale. A letter confirming that’the vendor would 
remove this product from the website, and a copy of awebsite search showing that the 
product is not available for-sale are, attached as Appendix 2. The Petitioner also 
references www.awesomesmokes.com, through which~ ArivaTM was available for 
purchase. Ariva has bee~~rem~v~~fr%?i the w&site, and Appendix 3 is a copy of the’ 
search on the current webs& ~~;~~‘~o;;“~;msth~t’fact. With respect to the website 

,. .,.. 1” “” ,_ “,“, u-- lil -* *a;, 1,x _ &” ., _; __( 
i As noted in Appendix 1, www.sm&shack.com co&%“~~‘%~&j;‘d&f’ndt cari; ‘%iy Gumsmoke 
product which distributors had prt$du&&en $;i;;s<d &jd bee? djscc$nue$. Appendix ? also reflects 
that the reference to Gumsmoke on that website has been removed at the request of Star Scientific, and that 
a search of the site fin& no m’&Kei $r ih$‘$A.‘r ‘$&$~~*$~$&.‘&~t &rnsrnck$,~~~s ordered through 
this w&site on May 3 1,200’& $$;‘f& &~~&i$%ft$‘ihk &iido~,th@t $?~$W@~~~,~~ lqVeFf”‘y Of 

* ,!‘,;,‘ 

Gumsmoke on hand at that time and that a refund was issued to Bruce Manheim, Esq. on June 3% 2002 for - t:: f y-;: ‘” “+r- ‘*‘;y % 1 **e “:+a .‘ w., I iri, \;*.* i _:( ,*;. 9 ,rir ; ; ,j _ >/:, ,:, ,T) *,“” 
a purchase &aced on”thk’&%. ,- ,.; ” i .’ > ,: / ,, ., . ..L. : /, 
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www.usasmokeshop.com, Appendix 4 documents Star-S-%nt~ifiu$s efforts to contact the “*-‘.‘Y ‘*,a+<-><~* I-i.6 -‘:.:.,i,-,?.,,,~-,. : ,.j ,,., ~~~ 
vendor and to re*que$~mmediate ~remdval of Ariva from this website. 

I_ _., 
. 

GSK also asserts that it purchased Ariva. TM through the mail from vafco.com. The 
materials attached to GSK submission from,vafcb.com reflect that the information on its 
website contains a notation from”ma~e&$ ‘prepa&‘%y ‘“Star Scientific which notesthat the 

TM packaging for Ariva “also states prominemly that Ariva is ,for “adults only “and is not for 
sale to minors.. . “, which underscores Star Scientific’s position that all efforts should be _ ,^. 4.. j. 2>,< _.‘_ ‘: .,( .*“; Star ScientifiG GAS -.;;-i~;gia ..* ._ . , “, .: I 
made to keep tobacco products out of the hands gf*mmors. 
that it is Vafco’s policy not to make sales, tolunderage customers andthat i:t requires 
credit card purchases only. 

It also is Vafco’s policy to send purchas,ers a fo,rm to beCco,mpleted and returned to Vafco 
that: (1) lists the purchaser’s name, address, telephone and date of birth; and . , I (2) requires 

the purchaser’s “signature attesting to the veracity of the age information, and that the 
purchase is for personal consumption only and not for resale. 

As noted by GSK in its submission, Star Scientific has expanded the distribution of ,_ Ic 
ArivaTM following its initial test market. However, in doing so it has sought to insure that 
the product is distributed in a responsible manner., Thishas,lin$uded labeling its product 
with warnings that go far beyond those required by t&Surgeon General. Thus, the back 
of each pack of ArivaTM contains the follqvying statements: I’. I 

l There are No safe tobacco products. 

l Quitting or Not starting is your best option. 

l 
THIS PRODUCT 1s FOR ADpJ- TOBACCO Eg$? ,ONLY. _, , :, -, ri.-el. ;._ ,~h,, _ ,_. 

., 

The front of the ArivaTM package contains a similar state~ment+regarding adult use: i.e., 
“Underage Sale Prohibited”, 

_/, 

Star Scient$ic has~monitored the, sale of,Ariva. TM and has attempted to persuade Internet 
retailers that have chosen to sel!;Ariva r~ to discontinue such- sales. Star Scientific has 1 
acted reasonably in marketing and distributing Arrva 

‘._ _ ‘.-“?~~.~ yg-.,* ‘“u’“*“““““:- ,a+ + :a&*-. ii,, ‘I>,, ~z.,:,,;;:lL. _ 
as a smokeless tobacco product ’ ’ ,. . 

and will continue to do SO ,. .-- _“.&. .” //,,<_ :*&& However, the fact that tobacco products are available over the 
Intemet does not provide a’i;a~~~~~~~eF~~~ajnd ~~~ Administration (,,FDA,,) to 
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rmnlate tobacco txo ducts, in general, or Ariva TM, in particular. Because the additional 

~~~~ntn of GSk state no basis upon which jurisdiction can be assumed by FDA, the w”.IaLI.... .--- -~_ - - ,~ 

comments shot&l nc 
_ ,, ‘,P .,*Li 

&e accorded aliy‘weight in considering GSK’s Citizen Petitions. ,; _ A., -I ;, 

Finally, Star Scientific has receptly received-Ropes & Gray’s July 11,2002 comments to 
Docket No. OlP-0572 and 02q-qO75. s1 ubmitted on behalf of G$K. ,xsFJease be advised that I 1, , : I_ t., O‘j.. ;*/ ., ., . 

’ a Aptiilpd mitten response to these 
. . . 

Star Scientific is in the process of preparing L U1+Ullr- . .-----;-,- ~- ~1 
comments. We maintain the firm belief that Star Scientific’s compressed powdered hard 
tobacco product Ariva TM falls *out&he c$ FTj;i’S jurisdi&n pursuant to the Supreme 

Court decisisn in FDA v. Brown & W:liiamson Tabaccc Corporation, 529 U.S. 120 
(2000) and that the’Petit&s’are Witjlout merit and should 6;. &XI!@, 

Respectfully submitted, 
c 

, , /-- 

yj(; $&?~~ “/-. 

David L. Rosen, R.Ph., J.D. 

Enclosures 

CC: Paul L. Perito, Esq. 
Chairman, President and COO 
Star Scientific, Inc. 

Michael F. Cole, Esq. 
Bergeson & Campbell 

R. Bruce Dickson, Esq. 
Paul, Hastings, Janofsky & Walker LLP 


