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VIA HAND DELIVERY = =

Dockets Management Branch
Food and Drug Administration
Department of Health and Human

Services ‘
5630 Fishers Lane, HFA-305
Room 1061

Rockville, Maryland 20857

Re:  Citizens Petitions Requesting FDA to Regulate Ariva™ Compressed Smokeless
Tobacco Cigalett™ (Docket Nos. 01P-0572 and 02P-0075)

Dear Sir or Madam:

By letter dated June 14, 2002, through its counsel Bennett, Turner and Coleman (now
Ropes & Gray) GlaxoSmithKline Consumer Health Care, LP ("GSK" or "Petitioner”)
submitted a letter in the docket in the petitions referenced above to address a prior false
ie earl; ssion, filed on April 26,
Inc. (“Star Scientific”) .. has made Ariva™
available for sale over the Inte ugh at least one website operated by a distributor ‘
of tobacco products”. In fact, Star Scientific does not sell Ariva™ through the Internet.

The Petitioner only acted after counsel for Star Scientific demanded that it correct the

record regarding this false statement.

statement by GSK in an earlier submission. In that earlier submi

2002, GSK stated that Star Scientific

In its June submission, the Petitioner suggests that Star Scientific misunderstood what it

was saying in its earlier comments. The statement at issue, however, is plain on its face

and is false. As a result, the Petitioner was forced to acknowledge in its June submission
that “Star [Scientific] does not sell Ariva™ over th cernet 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 rt ble steps to limit
Internet sales of its Ariva™ product by third parties. e
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Although not relevant to the sale of Ariv
a search of Internet sites shows
Star Tobacco, Inc. are available ov
GSK attaches to its submission is a
provider expressing its concerns with the sale of Star Tobacco, I
Internet. In fact, Star Scientific sent identical le  all Internet providers that it was
able to identify who where selling Star Tobacco, Inc. cigarettes over the Internet. GSK
quoted extensively from this letter in its submission:

garettes produced by Star Scientific’s subsi
‘'some Internet sites. Yet one of the exhibits that
1 counsel for Star o i

cigarettes

...counsel for Star has provided GSK with a letter that, it says,

exemplifies the position that Star routinely takes with '

respect to the sale of its o products over the Internet. Inthis
letter, Star declares that it does not offer its products for I
sale over the Internet, because, for among other reasons, ‘Internet

sales are not sufficiently controlled so as to insure that minors do,

a™, GSK in its latest submission first notes that

not have access [to tobacco products] via the Internet.” Moreover, 7

Star's letter advises Internet distributors °[t]o the extent

you choose to make cigarettes avail le over the Internet, you

should understand that Star Scientific is in no way endorsing such

activity and/or the legality of such practices.” Star also notifies website

distributors that it does not authorize them to make any claims relating

to its products or any statements suggesting that Star Scientific endorses
 the sale of its products over the Internet.

The letter underscores Star Sc1ent1ﬁc’s commitment to limi;, to the extent possible, sales
of its products over the Internet, 2 s e

\riva™ over the Internet, GSK in

T

While acknowledging that Star Scientific does not sell
a footnote points out that Star Scientific does mai M website “where
individuals over 21 can obtain information about the product.” Once, again, ‘GSK seeks
to over-play its hand. As GSK is forced to acknowledge, the website, which is
informational only, has a screening mechanism to limit access to those over 21. Also, the
website prominently notes that Ariva™ is for adult tobacco consumers only and that
underage sales are prohibited. GSK’s reference to the Star Scientific Ariva™ website

only further serves to underscore Star Scientific’s comr ) limiting accessto.
Ariva™ to adult tobacco users. R B
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GSK also states that Ariva™ is “increa ngly” being sold over the Internet. Yet the one
site that GSK had referred to as st hn riva™ in its April 26, 2002 submission had
stopped selling Ariva™ at the drrect request of Star Scientific prior to the date on whrch
GSK filed its response. GSK’s reference to increasing Internet sales is apparently
intended to engender opposrtron to Ariva™ in the same
statement that Star Scientific was selling Ariva™ over the Int ,
that Star Screntrﬁc is not adequately monrtormg Internet sales ln fact although Internet
sale of tobacco products are not prohibited, Star Scientific has con31stently expressed its
preference that its products not to be sold over the I has taken reasonable steps
to limit such sales. - :

As noted above, prior to GSK’s Aprrl 25 2001 submission, Star Screntrﬁc did arrange to
have the sale of Ariva™ on the websit ified by GSK in its submission
(www.tobaccob ahtrol)”halted Inits current
submission, GSK re | "egedly could be
purchased over the Internet and one websrte that advertrses Arlva“"‘l over the Internet, but
where purchases can be madeby“marl only Of the fourIn met sites that GSK claims

site, www.aldiscountcigarettes.com. With respect to www. smokeshack.com, following
GSK’s submrssron Star Scientific was able 1o arrange that sales of Ariva™ Vi 'r’thrs

are actively selling over the [nternet, GSK admits that no product is available through one

product search of thlS sue s} kowmg that the term Arrval ‘ <

site.' This also is the case w1th respect to WWW. crgaretteoutlet com, ‘where GSK stated

that StonewallTM moist was ‘available for sale A letter conﬁ at the Vendor would
e website, and a copy of a website search showrng that the

references www. awesomesmokes com th?ough which Anva”@ was avarl > for

purchase. Ariva has been removed from the vebsite a cc py of the
search on the current website which confi rms that fac : ‘ 1th respec 0 the webs1te

' As noted in Appendrx 1 WWW. smokeshack com conﬁrmed that they did not carry any Gumsmoke
product which distributors had prevrously been ‘advised had been drscontmued Appendix 1 also reflects
that the reference to Gumsmoke uest’of Star Screntrﬁc and that
a search of the site finds nom ] ’ndered throuOh
this website on May 31, 2002, Star has been advrsed by the Vendor that th tory
Gumsmoke on hand at that ti d to Bn
a purchase placed on that “date.

ne 30, 2002 for
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www.usasmokeshop.com, k(FEendix 4 documents Star Scientific’s efforts to contact the
vendor and to request immediate removal of Ariva from this we : m—

GSK also asserts that it purchased Ariva™ through the mail from vafco.com. The

materials attached to GSK submission from vafco.com reflect that the information on its
website contains a notation fro by
packaging for Ariva™ “also.

sale to minors...”, which underscores Star Scientific’s position th

repared by Star Scientific which notes that the
ently that Ariva is for adults only and is not for
l efforts shouldbe

made to keep tobacco products out of the hands o
that it is Vafco’s policy not to make sales to ur
credit card purchases only.

e customers and that it requires

It also is Vafco’s policy to send purchasers a form to be completed and returned to Vafco
that: (1) lists the purchaser’s name, address, telephone and date of birth; and (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
Ariva™ following its initial test market. However, in doing so it has sought to insure that
the product is distributed in a responsible manner. This has included labeling its product
with warnings that go far beyond those required by the Surgeon General. Thus, the back
of each pack of Ariva™ contains the following statements: '

e There are No safe tobacco products.

e Quitting or Not starting is your best option.

e THIS PRODUCT IS FOR ADULT TOBACCOUSERSONLY.

The front of the Ariva™ package contains a similar statement regarding adult use: Le.,
“Underage Sale Prohibited”. | ' B

Star Scientific has monitored the sale of Ariva™ and has attempted to persuade Internet
retailers that have chosen to ™ to discontinue such sales. Star Scientific has

acted reasonably in marketing and distributing Ariva™ as a smokeless tobacco product

and will continue to do so. However, the fact that tobacco products are available over the

Internet does not provide a basis for the Food and Drug Administration ("FDA") to

f minors. Star Scientific has determined




Dockets Management Branch
July 22,2002
Page 5

regulate tobacco products, in general, or Ariva™, in particular. Because the additional

comments of GSK state no basis upon which jurisdiction can be assumed by FDA, the
comments should not be

| :dyéﬁYWeight in considering GSK’s Citizen Petitions.

Finally, Star Scientific has recently received Ropes & Gray's July 11, 2002 commehts t\‘o’k

Docket No. 01P-0572 and 02P-0075 submitted on behalf of GSK.. Please be advised that

Star Scientific is in the process of preparing a detailed written response to these
comments. We maintain the firm belief that Star Scientific's compressed powdered hard
tobacco product Ariva™ falls outside of FDA's jurisdiction pursuant to the Supreme
Court decision in FDA v. Brown & Williamson Tobacco Corporation, 529 U.S. 120

: vithout merit and should be denied.

(2000) and that the Petitions are w

Respectfully submitted,

~—~

~
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flg, koo
David L. Rosen, R.Ph., J.D.
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Enclosures

cc: Paul L. Perito, Esq.
Chairman, Presidentand COO
Star Scientific, Inc.

Michael F. Cole, Esq.
Bergeson & Campbell

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




