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ABSTRACT
Among oher ey abjecthes the 2009 Fani
Prevention and Tobaca Control Act was

of consant product maniuiaion by the

1ohacco industry that had e to moe addicthe and

attactive producs. The law requies new tobaco

producs 0 udergo prariet eviw by the US oot
3nd D Adnintton (FOA) ety can e 00
<s FON's inplementaton of s p
authorte, we myviewed FDA actions on
applaton i aalbe Gt o
Sopikatons 1o martt new produc, and reted FOA

e o prmscet 0

jon of new tobace puducts ove the review of
poten o y non-<compliant products that are aimady on
the market; (2) misaliocated resources by
accommodating the industry's repeated submissions of
deficent premarket appications and
premarket review proc the tobacco
ndustry to market new died products that have
not completed the requed review pross.

In 2009, the US Congres pssed the Family
Smoking Prevention and Tobacco Control Act
(Tobacco Control Act), providing the US Food and
Drug Adminisraxion (FDA) with the authority to
regulate tobacco products. As part of thar auth

Congress provided that no new regulated tobacen
producs could enter the market withour firs
undergoing review by FDA. In a compromise nego-
thted with the wbacco industy, the law ‘grand-
fathers’ tobacco products that were already on the
market.! Products that were commercially availible

require FDA authorsation to ay on th
However, the law mandates that 3 manufacurer
submit to FDA. review before any new prodct,
including new versions of previously avaikible pro-
duas, cn be sold at recal? One aim of the
requirement is to addres the twhacco industry's
hitory of manipulating its products o maximise
addictiveness and increase auraciveness t© consu-
mers, and o prevent mare harmiul products from
market.

7 years since the enactment of the
Tobacco Control Act, FDA has failed to implement
the premarket review process in 2 manner that
maximises the protection of public health. Instead,

2 explained in this Special Communication, the
agency has misphced its priorities, and thereby has
undermined the potential public health benelits of
whacco regulaion, in three distinct ways. First,
father than prioritse the removal of non<ompliant
produat from the marketplace, FD pre-
cedence to the review of applications that allow for
the introduction of new tobacco products. Second,
DA has accommoduted the tobacco indusry’s
repeated sbmission of deficient premarket applica-
tions, rather than dismissing such flawed applica-
tions ourright or allowing only rasonabl
amendments. Finally even though industry market-
ing actvities are widely publicised, FDA has failed
© prioritise the enforcement of premarket review
at have avoided the process

given

new product applicarions, publicly available d
on industry applications to market new products,
and the agency's guidance documents and public
satements.

BACKGROUND ON THE TOBACCO CONTROL
ACT'S PREMARKET REVIEW PROVISIONS

The cateoff date for products that are grandfarh-
ered and do not require FDA review is 15 February
2007." Any new or modified product introduced
after thar date must be authorised by FDA before it
n be sold. This indludes any entirely new brand
or subbrand of a product, as well as any modifica-
tion 10 a legally marketed product.’ Whether FDA
will anthorise 2 new product to be sold depends on
the manufacturer’s ability 1o demonsrate that it
has sarisied the criteria for one of the regulatory
pathways for new poducts (figure 1). Under the
Premacket Tobacco Product Application (PMTA)
pathway, the manufacturer must show that intro-
ducion of a new product would be ‘appropriate
for the protection of the public health’, taking into
account the risks and benefits to the population 25
a whole, incloding wers and nonusers of the
wbaceo product’ In esence, this requires the
applicant to show tha, on balance, allowing the
ale of the new produa would likely reduce
tobacco-related harms. The Substantial Equivalence
(SB) parhway provides for less rigomus review if 2
manufacrurer can show that is product s nearly
the same as 2 predicate grandfathered product.
When this pathway i being sed, FDA's task s 1o
determine whether the product is different from
the predicate in any way thr rises ‘different ques-
tions of public heak' ™ If so, the SE pathway is

s 0, et b Con
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Premarket Review Under the TCA

Provisional SE Regular SE

Allowed to be sold Cannot be sold until
until removed by the authorized by the
FDA FDA




Premarket Review Under the TCA

Provisional SE Reports

Submitted
November 2010 10
December 2010 16
January 2011 0
February 2011 0
March 2011 3,491




Premarket Review Under the TCA

New Product Applications by Category as of December 2015
73 12

1,917

B PMTA
M Regular SE
M Provisional SE

B SE Exemption
3,517

Jenson D, et al. Tob Control 2016; 25:246-253
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Premarket Review 2009-2016

Action on Substantial Equivalence Reports as of December 2015

Provisional SE Regular SE
98 27 B Pending 100 32 B Pending
383 0 Applications 557 ‘ Applications
® Industry ‘ ® Industry
Withdrawals Withdrawals
| m SE Orders m SE Orders

m NSE Orders m NSE Orders

566
3,009
m Refuse to Accept 962

m Refuse to Accept

Jenson D, et al. Tob Control 2016; 25:246-253
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Action on Substantial Equivalence Reports as of December 2016

Provisional SE

102 49 14 ® Pending
707 Applications
M Industry
‘ Withdrawals
| m SE Orders

M NSE Orders

m Refuse to Accept
2,703

133 \
m NSE Orders
499
m Refuse to Accept
774

Regular SE

285 230 ™ Pending
Applications

M Industry
Withdrawals
w SE Orders
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April 24, 2012

Regular Reports (current approach)

» Has tak riority over provisional reports
—Need an order C

SE to legally market product in United States
» Reviewed in first-in-first-reviewed order

* Review order has been based on the date
a 905(j) is received by FDA

August 21, 2012

U.S. Food and Drug Administration www.fda.gov
Protecting and Promoting Public Heaith

Regular Reports

SE reports that do not meet the statutory definition
of provisional are “regular” reports and products
covered by those reports cannot be marketed
unless FDA first issues a finding of substantial
equivalence. Between March 23, 2011, and July 1,

We are currently prioritizing the review of regular
reports over provisional reports.

April 10, 2013

U.S, Food and Drug Administration www.(da.goy.
Protacting and Promoting Public Health

Regular SE Reports:
Prioritization for Scientific Review

* Discussed in Apri
— Has take

* Need an orde ireemew-iobace
legally market product in United States

* Reviewed in first-in-first-reviewed order
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m U.S. Food and Drug Administration www.fda.gov

Protecting and Promoting Public Health

Summary

Five most common deficiencies related to
product composition & design found in the
regular SE Reports reviewed to

Clarification of ingredient listings 94%
Missing HPHC data 87%
Missing design parameters 85%
Clarification of design parameter information 78%
Missing packaging information \ 61%
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Your SE Repoxt lacks information to fully identify the new tobacco product. A/l of
the following is needed to fully identify the product:

Product name (brand and subbrand)

Category (1.e.. cigarette. smokeless tobacco. cigarette tobacco. roll-your-own
tobacco)

. Subcategory (e.g.. moist snuff, filtered conventional cigarette. bidi)

d. Package type (e.g.. soft pack. hard pack)

e. Package size (mass or. if portioned. count)

f. Portion size. if applicable (mass)

s

(g}

2. Your SE Report lacks information to fully identify the predicate tobacco product. All
of the following is needed to fully identify the product:

Product name (brand and subbrand)

. Category (1.e.. cigarette. smokeless tobacco. cigarette tobacco. roll-your-own
tobacco)

. Subcategory (e.g.. moist snuff. filtered conventional cigarette. bidi)

d. Package type (e.g.. soft pack. hard pack)
Package size (mass or. if portioned. count)

Pomon size. if applicable (mass)

0 o ®
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Your SE Repoxt lacks information to fully identify the new tobacco product. A/l of
the following is needed to fully identify the product:

. Product name (brand and subbla@
. Category (1.c.. cigaretie. smokeless tobacco. cigarette tobacco. roll-your-own
tobacco)
. Subcategory (e.g.. moist snuff, filtered conventional cigarette. bidi)
Package type (e.g.. soft pack, hard pack)
Package size (mass or. if portioned. count)
f. Portion size. if applicable (mass)
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2. Your SE Report lacks information to fully identify the predicate tobacco product. All
of the following is needed to fully identify the product:

<’i Product name (brand and subbla@

b. Category (... cigarelte. simokeless tobacco. cigarette tobacco. roll-your-own
tobacco)

¢. Subcategory (e.g.. moist snuff. filtered conventional cigarette. bidi)

d. Package type (e.g.. soft pack. hard pack)

e. Package size (mass or. if portioned. count)

f. Portion size. if applicable (mass)
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Recaived @32 2ol

(b) (4)
LAW OFFICES OF
BARRY M. BOREN —
One Datran borenlaw@bellsouth net Telephone
9100 South Dadeland Boulevard (305) 670-2200
Suite 1809 Facsimile
Miami, Florida 33156 (305) 870-5221

March 17, 2011
Center for Tobacco Products
Food & Drug Administration
9200 Corporate Blvd
Rockville MD 20850
Substantial Equivalence Filing for Cigareties

Dear Sir.

On behalf of our client, Jash International, Inc. (*Jash"), located at 105A Prairie Lake

Rd., East Dundee, lllinois 60118, we wish to make this substantial eguivalence filing 8;

®) (@)

®) @)

In addition, Jash has been importing and selling (b))
(®) 4) (B)] Sutra Bidis since June, 2009. (b)(4)

Center for Tobacco Products Page 2
Food & Drug Administration March 17, 2011
Re: Jash International, Inc.
(b) (4)

(b) (4)

The Sutra Bidis have been imported without change or modification since June.
2009

Should you have any further q or need additional
matter, please do not hesitate to contact us.

Sincerely yours,

FICESTOPDBARRY M. BOREN

BMB:mw /encs.

SUTRA BIDIS

Red
Mentho!
Red Cone

Menthol Cone

LIST OF CIGARETTES
JASH INTERNATIONAL, INC.

June, 2009
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1.2. REGULATORY ACTIVITY RELATED TO THIS MEMO

The applicant submitted 4 SE Reports listed in Table 2 of this memorandum on
March 21, 2011. FDA sent the applicant administrative advice and information
request letters (A/l letters) for these SE Reports on March 19, 2013. The
applicant did not respond to the administrative A/l letter. However, a series of
teleconferences occurred between FDA and the authorized agent to try to clarify
the information in the reports and to receive necessary information for FDA to
carry out review. FDA contacted the authorized agent, Mr. Barry Boren, on
March 15, 2013, March 19, 2013, and April 3, 2013. These teleconferences were
to determine the new tobacco products that Mr. Boren had submitted for review,
the predicate tobacco products for comparison, and the first date of commercial
marketing in the United States for the new tobacco products subject of the
provisional SE Reports. Mr. Boren clarified that he did not have an exact date for
commercial marketing for the four Sutra products; however, they were imported
and sold in the United States as of June 2009. In addition, on April 12, 2013, Mr.
Boren contacted FDA and stated he had sent a letter back to his client in India
with FDA's information requests; however, he has not yet heard back from his
client with the requested information. As some of the requested information is
unique identification of the new and predicate tobacco products, FDA was unable
to begin the determination of grandfathered status or scientific review.

Therefore, in July 2013, FDA sent a preliminary finding letter to the applicant.
FDA called Mr. Boren on August 5, 2013, to confirm receipt of the preliminary
finding letter, and on August 23, 2013 to remind him of the due date for additional
information requested in the preliminary finding letter. Mr. Boren stated that Jash
considered (b) (4) during the August 5, 2013 phone call,
but at the time of the August 23, 2013, follow up call, he stated they would not
respond. The due date for the requested information in the preliminary finding
letter was August 24, 2013, and the applicant has not responded.
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Number of : ;
Manufacturer Contacts Days on Mar!(gt with | Date of First | Date of NSE Nature of Deficiency
i Known Deficiency Contact Order
Initiated by FDA

Star Scientific, Inc. 4 665 11012012 | 06/28/2014 | NOSide-Dy-side quantitative
comparison of "other features

Eagle River Importers, Inc. 5 744 05/06/2013 | 05/20/2015 | New and predicate products not
uniquely identified

R.J. Reynolds Tobacco ; 900 03292013 | 091572015 pefluent_ predicate product

Company information

Jash International, Inc. 8 339 03192013 | 0272172014 | New and predicate products not
uniquely identified

Pacific Stan(jard _ 10 1024 11142012 | 090412015 Neyv and‘predl_c_ate products not

Manufacturing Corporation uniquely identified

LIT Distributor, Inc. 12 923 040472013 | 101472015 | New and predicate products not
uniquely identified

California Clinical Supply 16 959 12202012 | 08/06/2015 Neyv and'predl'c.ate products not

Company uniquely identified

Jenson D, et al. Tob Control 2016; 25:246-253
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Number of ‘
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