


the inform
ation required in a PM

TA
subm

ission. 1
FD

A
 further explained that all three 

applications—
the M

R
TPA

, the
SE R

eport, and the PM
TA

—
w

ould proceed concurrently through 
FD

A
 review

.  A
lthough Sw

edish M
atch does not concede that the C

om
pany’s proposed changes 

to the packaging and/or labeling for G
eneral Loose render it a

“new
 tobacco product”

for w
hich 

either an SE R
eport or a PM

TA
 is required, the C

om
pany nonetheless appreciates FD

A
’s advice 

and is subm
itting this PM

TA
 accordingly.

N
otw

ithstanding this subm
ission,

the C
om

pany 
m

aintains its position on this issue and reserves
the right to take future action in accordance 

therew
ith.

Sw
edish M

atch also appreciates FD
A

’s recognition that the
M

R
TPA

 contains extensive data and 
inform

ation regarding the health effects of Sw
edish Snus—

including m
ore than 100,000 pages of 

evidence from
 governm

ental and academ
ic cohort studies, clinical trials, prem

arket consum
er 

perception research, and secondary data analysis and m
odeling.  The C

om
pany believes that the 

M
R

TPA
contains am

ple evidence to dem
onstrate that the Snus Product w

ill (i) significantly 
reduce harm

 and the risk of tobacco-related disease to individual tobacco users and (ii) benefit 
the health of the population as a w

hole, taking into account both users and non-users of tobacco 
products.  The C

om
pany further believes that this sam

e evidence is sufficient to establish that the 
Snus Product m

eets the PM
TA

 standard of being
“appropriate for the protection of the public 

health” w
ith respect to the risks and benefits of the population as a w

hole, including users and
nonusers of the product. 

A
ccordingly,and as directed by FD

A
, Sw

edish M
atch hereby provides the follow

ing inform
ation

and cross-referencesin support of this PM
TA

:

C
om

pany N
am

e and A
ddress:

Sw
edish M

atch N
orth A

m
erica

Inc.
Tw

o Jam
es C

enter
1021 East C

ary Street, Suite 1600
R

ichm
ond, V

A
 23219

A
uthorized C

ontacts:
G

erard J. R
oerty, Jr.

V
ice President, G

eneral C
ounsel &

 Secretary
Tw

o Jam
es C

enter
1021 East C

ary Street, Suite 1600

1
C

onsistent w
ith the approach discussed on the February 2015 conference call, this PM

TA
 has 

been organized in accordance w
ith the statutory provisions governing

such a subm
ission, and not 

in accordance w
ith FD

A
’s D

raft PM
TA

 G
uidance. To the extent that

the A
gency’s

G
uidance 

requests inform
ation not otherw

ise cross-referenced herein (e.g., a list and sum
m

ary of all 
Standard O

perating Procedures, together w
ith exam

ples of relevant form
s and records), Sw

edish 
M

atch subm
its that such inform

ation is
(com

prehensively)
provided for in the M

R
TPA

. In the 
C

om
pany’s view

, the M
R

TPA
—

and,
likew

ise, this
PM

TA
 via

cross-reference—
substantively 

addresses all the issues im
plicated by the non-binding recom

m
endations in the D

raft PM
TA

 
G

uidance.





M
R

TPA
associated w

ith this A
pplication on the follow

ing dates:
June 27, 2012
D

ecem
ber 19, 2012

M
ay 8, 2013

D
ecem

ber 19, 2013
January 9, 2014
M

arch 12, 2014

R
eview

of the A
pplication by the Tobacco Products Scientific A

dvisory C
om

m
ittee:

Sw
edish M

atch does not requestreview
 of this A

pplication by
the Tobacco Products Scientific 

A
dvisory C

om
m

ittee
(“TPSA

C
” or the “C

om
m

ittee”).
H

ow
ever, if FD

A
 chooses to refer the 

A
pplication to TPSA

C
 on its ow

n initiative, the C
om

pany respectfully requests that the 
C

om
m

ittee’s review
 be consolidated w

ith
its review

 of the M
R

TPA
 on A

pril 9-10, 2015.

Statem
ent of O

ur A
ction to C

om
ply w

ith R
equirem

ents of Section 907 of the A
ct:

Section 910(b)(1)(D
) of the FD

C
A

 requires that a PM
TA

 contain
“an identifying reference to 

any
tobacco product standard under section 907 w

hich w
ould be applicable to any aspect of such 

tobacco product, and either adequate inform
ation to show

 that such aspect of such tobacco 
product fully m

eets such tobacco product standard or adequate inform
ation to justify any 

deviation from
 such standard.” 

There
are no tobacco product standards issued under FD

C
A

 Section 907 that are currently 
applicable to sm

okeless tobacco. 
Section 907 bans certain characterizing flavors in cigarettes, 

but no such ban applies to sm
okeless tobacco products. 21 U

.S.C
. 387g(a)(1)(A

). Section 907 
also m

andates com
pliance w

ith certain federally established pesticide tolerances, 21 U
.S.C

. 
387g(a)(1)(B

), but no such federal tolerances have been established to date. 
B

ecause there are 
no Section 907 standards applicable to sm

okeless tobacco, there is no action required to be taken 
by Sw

edish M
atch in order to ensure that the Snus Product described in this A

pplication
com

plies w
ith Section 907.

Sam
ple of Tobacco Product and C

om
ponentsThereof:

Section 910(b)(1)(E) of the A
ct requires such sam

ples of the tobacco product and of com
ponents 

thereof as the Secretary m
ay reasonably require. A

lthough FD
A

 has not issued any binding 
regulation requiring the subm

ission of such sam
ples

or com
ponents, the D

raft PM
TA

 G
uidance 

recom
m

ends that productsam
ples be provided. In accordance w

ith this non-binding G
uidance, 

Sw
edish M

atch is w
orking diligently to prepare such sam

ples and w
ill provide them

 to FD
A

 
under separate cover.

E
xecutive Sum

m
ary:

FD
A

’s D
raft PM

TA
 G

uidance requests an executive sum
m

ary of the subm
ission, including an 

overview
 of the application, a description of the tobacco product, a sum

m
ary of the nonclinical 

and clinical studies and m
ajor findings, and an explanation as to w

hy the m
arketing of the new

 
tobacco product is appropriate for the protection of public health.  A

ll such inform
ation m

ay be 












