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June 23, 2015

Gerard J. Roerty, Jr.

Vice President, General Counsel & Secretary
SWEDISH MATCH NORTH AMERICA, INC.

Two James Center

1021 East Cary Street, Suite 1600
Richmond, VA 23219

Phone: 804-787-5100

Email: Gerry.Roerty@SwedishMatch.com

FooD AND DRUG ADMINISTRATION
CENTER FOR TOBACCO PRODUCTS
Document Control Center
Building 71, Room G335

10903 New Hampshire Avenue
Silver Springs, MD 20993-0002

SUBJECT: RESPONSE TO ADVICE/INFORMATION REQUEST for PM0000010-PM0000017

Dear Sir or Madam:

Swedish Match North America, Inc. (“Swedish Match” or “we”) writes in response to FDA's
Advice/Information Request dated June 12, 2015 (the “Request Letter”), included below as Attachment A,
regarding our Premarket Tobacco Applications (“PMTAs"”) received by FDA March 11, 2015 for the following
eight (8) products (collectively, the “PM Reports”):

e PMO0000010, General Loose

e PMO0000011, General Dry Mint Portion Original Mini

e PMO0000012, General Portion Original Large

e PMO0000013, General Classic Blend Portion White Large — 12 ct
e PMO0000014, General Mint Portion White Large

e PMO0000015, General Nordic Mint Portion White Large — 12 ct
e PMO0000016, General Portion White Large

e PMO0000017, General Wintergreen Portion White Large

We set forth below our response to each Agency request enumerated in the Request Letter. This
response and its associated references and attachments have been constructed as directed by FDA in the
Request Letter. Where appropriate, we have included any previously submitted information as well as direct
FDA to the sections(s), page(s), and line number(s) of our prior MRTPAs and SE Reports, including
amendments, where this information can also be found. For FDAs aid, following is a list of corresponding
MR and SE numbers related to PM numbers.
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PM STN |New Product Name SE STN MR STN
PMO0000010 |General Loose 1.59 oz. (45g) SE0010524 MR0000020
PM0000011 |General Dry Mint Portion Original Mini 0.21 oz. (6g) SE0010525 MR0000021
PM0000012 {General Portion Original Large 0.9 0z. (24g) SE0010526 MR0000022
PM0000013 |General Classic Blend Portion White Large 0.38 oz. (10.8g) SE0010528 MR0000024
PM0000014 |General Mint Portion White Large 0.9 oz. (24g) SE0010529 MR0000025
PM0000015 |General Nordic Mint Portion White Large .38 o0z. (10.8q) SE0010531 MR0000027
PMO0000016 |General Portion White Large 0.9 oz. (24g) SE0010532 MRO0000028
PM0000017 |General Wintergreen Portion White Large 0.9 oz. (24g) SE0010533 MR0000029

Swedish Match submits that this response and the information we are supplying in connection with
this response are trade secret, proprietary information that is protected under state and federal law from
public disclosure. This information should therefore be handled in accordance with the security procedures

adopted by FDA in connection with enforcement of the FDCA.

We appreciate your consideration of this Response and amendments to our PMTAs identified

above. If further information is required, please contact us.

Document Tables:

Sincerely yours,

(b) (6)

Gerard J. Roerty, Jr.

Vice President, General Counsel & Secretary

Table 3a-1. Revised summary can weight data for PM-14.

Table 5a-1. Snus blend prior to packaging upper tolerance limits for moisture and pH.

Table 5a-2. Finished packaged product upper tolerance limits for moisture and pH.
Table 5d-1. PM-16 and PM-17 SM{BIAISEEN 421,
Table 5d-2. PM-14 Aw data from shelf life study.

Document Attachments:

Attachment A — Request Letter dated 6/12/2015
Attachment Q2a1-20150605 -{BJll Protocol 09g Pouches
Attachment Q3a1-20150612 - Can Weight Data for PM-14
Attachment Q3b1-20150605 —(B )N
Attachment Q3b2-20150605 —BIEINN Procedure

Attachment Q5b1-20150605 — Aw data US Products
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70 Each request for additional information or clarification (“Additional Clarifying Question”) identified
71 in the Request Letter is reproduced below in bold type followed by Swedish Match’s response for each
72 identified PM Report.

73

74 Additional Clarifying Question 1. All of your portioned PMTAs provide information on the
75  design parameters for the new products. However, you do not include pouch paper porosity and wicking,
76  which are needed to fully characterize the products. Pouch paper porosity and wicking are inherent to the
77 material of the pouch and are major factors in nicotine release. Once the pouch is placed in the user's

78 mouth, the porosity and wicking of the pouch control the amount and rate of nicotine absorption.

79  Therefore, the pouch paper must have defined porosity and wicking specifications or another comparable
80  specification. Demonstrate that target specifications are implemented and adhered to during

81 manufacturing. For PM0000011-PMO0000017, provide the target specification and upper and tower range

82 limits for pouch paper porosity (CU) and pouch paper wicking or another comparable specification.
83
84 Additionally, confirm the target specifications are met by providing the test data (i.e., measured

85  values of design parameters), including test protocols, quantitative acceptance (pass/fail) criteria, data
86  sets, and a summary of the results for pouch paper porosity (CU) and pouch paper wicking or another
87  comparable specification for PM0000011-PM0000017. Certificates of analysis from the material supplier
88  may satisfy this deficiency. If you choose to address this part by providing certificates of analysis for the

89 parameters listed above, the certificates of analysis must include a target specification; quantitative
90 acceptance criteria; parameter units; test data average value; and either the standard deviation of the
91 test data or the minimum and maximum values of the test data.

92
93 Swedish Match response to Additional Clarifying Question 1 for PM0000011-PM0000017:
94 FDA states in the question that, “Once the pouch is placed in the user’s mouth, the porosity and

95  wicking of the pouch control the amount and rate of nicotine absorption.” Our research® does not indicate

S6. thi i th case. [
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Further, nicotine uptake or uptake of HPHCs from the pouches due to the pouch material or slight
variation in the physical shape of the pouch would be dwarfed by the large inter-individual variations we see
in extractions which are more likely related to bodily processes, saliva production, etc. which varies between
individuals.

It was not Swedish Match’s intent to infer that pouch paper regulated or buffered nicotine
extraction or that we have any pouch paper design features that could be interpreted as parameters to
measure and or maintain the consistency in the release of nicotine when we made the following statement
about pouch paper, “From a consumer perspective, it is important that the pouch material (which is used in

the portion snus products) is soft and has texture properties which facilitate the release of nicotine and
flavor compounds” in the MRTPA page 147, sections 3.1.5.

Notwithstanding, Swedish Match has previously provided comments and or information regarding
pouch paper porosity and pouch paper wicking as indicated below. Where applicable we refer FDA to prior
amendments submitted for MRO000021-MR0000029 and SE0010525-SE0010533.

Pouch paper porosity

Comparable information for porosity has been supplied in the form of air permeability information.
We refer FDA to;

1. Swedish Match’s December 3, 2014, responses to the November 12, 2014 Advice/Information
Request, where on page 44 of 54 we stated;

“The requested subcomponent information, as well as basis weight per unit of use, fabric weight (basis

weight), fabric width, pouch paper thickness, and air permeability, for each product can be found in our
Response to Scientific Advice/Information Request for SE0010524-SE0010533 dated November 6, 2014,
Attachment F-20140909 for each SE0010524-SE0010533, pages 112-137 of 731 (see table 21-1 below).”

2. Swedish Match’s March 6, 2015, responses to the February 5, 2015 RESPONSE TO PRELIMINARY
FINDING for SE0010524-SE0010533, where on page 6 we stated;

“The information in Attachment M-20140909 from the Swedish Match response to Scientific
Advice/Information Request, Deficiency 1 from 6th of November 2014 is correct. The Amendment narrative,
line 786-789, page 23 of 731, explains that there is no specification for porosity (air permeability). The
supplier provided a Declaration of Authenticity (DOA) containing raw data information found in Attachment
N-20140909 from our response to Scientific Advice/Information Request, dated 9th of September 2014.
Swedish Match regrets that we inadvertently inserted the DOA data into attachment F-20140909.
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Attachment F-20140909 has been corrected to indicate there is no specification for porosity/air
permeability. The corrected attachment F-20140909 is called “Attachment F-20150205"”. The corrected
information has been highlighted on the attachment.”

3. Swedish Match’s November 6, 2014, responses to the September 9, 2014 Advice/Information
Request, for SE0010524-SE0010533 (MR0000020 — MR0000029)

a. Page 23, line 786-791 we stated
i. “It has not been our practice to measure or monitor pouch paper porosity. In our

opinion, this is not a design feature, and, as such, we have set no specifications.
According to the pouch paper vendor for Swedish Match, no current GMP exists for
the measurement of porosity/permeability of the material. Furthermore, no
standard test method exists for these materials. To aid CTP in their evaluation, we
are including in Table D1-2 below the pouch paper air permeability and density data
provided by the vendor.”

b. Page 24 lines 795-796, Table D1-2. Supplier pouch paper air permeability and density data.

c. Page 28, line 928-930 for SE0010525, i.e., MR0000021, we stated
i. “summary of test data for air permeability for the new product was provided by the
supplier. See attachment, Attachment M-20140909. The supplier provided no test
data for the grandfathered product.”

d. Page 29 line 976-979 for SE0010526 - SE0010533, i.e., MR0000022-MR0000029
i. Same statement as c(i) above

e. Summary data for

i. PMO0000011 see page 184 of 731 ATTACHMENT M-20140909 (SE0010525)
(Page 1 of 1) item 7

ii. PMO0000012 see page 185 of 731 ATTACHMENT M-20140909 (SE0010526)
(Page 1 of 1) item 7

iii. PMO0000013 see page 187 of 731 ATTACHMENT M-20140909 (SE0010528)
(Page 1 of 1) item 7

iv. PMO0000014 see page 188 of 731 ATTACHMENT M-20140909 (SE0010529)
(Page 1 of 1) item 7

v. PMO0000015 see page 190 of 731ATTACHMENT M-20140909 (SE0010531)
(Page 1 of 1) item 7

vi. PMO0000016 see page 191 of 731ATTACHMENT M-20140909 (SE0010532)
(Page 1 of 1) item 7

vii. PMO0000017 see page 192 of 731 ATTACHMENT M-20140909 (SE0010533)
(Page 1 of 1) item 7
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f. Test data/data sets; the supplier’s certificate (declaration of authenticity (DOA)) can be
found as follows. The DOA is identical for each product

PMO0000011, ATTACHMENT N-20140909 (SE0010525) Page 207 of 731
PMO0000012, ATTACHMENT N-20140909 (SE0010526) Page 222 of 731
PM0000013, ATTACHMENT N-20140909 (SE0010528) Page 256 of 731
PM0000014, ATTACHMENT N-20140909 (SE0010529) Page 274 of 731
PMO0000015, ATTACHMENT N-20140909 (SE0010531) Page 308 of 731
PM0000016, ATTACHMENT N-20140909 (SE0010532) Page 325 of 731
PM0000017, ATTACHMENT N-20140909 (SE0010533) Page 343 of 731

g. Test protocol information

Pouch paper wicking

ATTACHMENT 0-20140909 Page 354 of 731

Swedish Match does not have any specifications, test data, or data sets for wicking or anything comparable
to wicking. The material as offered to us by the supplier has never had a specification for wicking.
Consequently, Swedish Match has never developed a specification for wicking or explored the development
of method or test protocols. As it pertains to the nonwoven material used by Swedish Match, we have no

knowledge of a standard or validated method for the measurement of wicking.

We refer FDA to like statements made in previous amendments;

1. Swedish Match’s May 22, 2015, responses to the April 28, 2015 Advice/Information Request

a. Page 24 of 470 we stated,;

b. Page 466 of 470 we stated;
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Additional Clarifying Question 2. All of your PMTAs provide the performance criteria and

design parameter test data. However, you do not include all of the information needed to fully
characterize the new products. In order to adequately characterize the new products, it is necessary to

evaluate the testing procedures. You stated that you submitted the protocol for pouch weight (portion
mass) measurements for PM0000013-PM0000017; however, no protocol was found in the June 3,2015
amendment. Additionally, you do not provide test protocols for portion length, width, and thickness for
PMO0000011-PM0000017. Provide the protocol documents for measuring the following design parameters:

a. Pouch weight (portion mass) for PM0000013-PM0000017

b. Portion length, width, and thickness for PM0000011-PM0000017

Swedish Match response to Additional Clarifying Question 2.a. for PM0000013-PM0000017:

PM0000013 and PM0000015

PMO0000013 and PM0000015 are 0.9g white portions which are randomly packaged in a can. Swedish Match

utilizes . -

The specification for a single pouch i_ The specification for a “sample” (2 pouches) i'g

as noted in the attache<. chart. (See Attachment
Q2a1-20150605.)
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257  PMO0000014, PM0000016, and PM0000017

258 PM0000014, PM0000016, and PM0000017 are 1.0g white portions which are packaged in a star formation in
259  acan. The packing technique (star formation) and the in-line weight check of the finished can are used to
260  control the pouch weight.

261 The packing technique is [ |

262
263

264  Weight of finished cans is monitored by an in-line check-weigher._

265
266
267
268 . The lower and upper pouch

269  weight limits are controlled by the pouch packing machine. Thus, the pouch weight design feature is -
270

271
272 Swedish Match response to Additional Clarifying Question 2.b. for PM0000011-PM0000017:
273 Swedish Match does not have test protocols for pouch length, width, and thickness. We do not

274  perform routine quality checks for the purpose of monitoring or controlling pouch length, width, and
275  thickness. We rely on pouch weight, pouch material width, and equipment settings/design to control pouch
276 dimensions.

277 When off-line measurements are made to describe these dimensions, simple (un-calibrated/non-
278 standardized) tools such as rulers for width and length and calipers for thickness are used. Swedish Match
279  does not have a standardized or validated test protocol for the measurement of these dimensions and does
280  not consider these dimensions to be release criteria due to the fixed nature of the processing equipment
281 and materials.

282  PMO0000011-PM0000012

283 PMO0000011 and PM0000012 are pouch products that are formed on what is known as J(B){ENEN

280 wistr

285
286

257 (5 . Swecish Match

288 reasonably does not monitor this fixed condition or consider it to be a release criterion.

289
290
291
292
293
294  or consider it to be a release criterion.

7

. Swedish Match reasonably does not monitor this fixed condition
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PM0000013 and PM0000015

PM0000013 and PM0000015 are 0.9g white portions which are randomly packaged in a can. (BN

(O cescrived belov.
1.
2.
3.
4,
5.
6.
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42 Thickness; (1)
543
300 [N

345  PMO0000014, PM0000016-PM0000017

346 PM0000014, PM0000016, and PM0000017 are 1.0g white portions which are packaged in a star formation in

348
349

350  Step 7 above is replaced by the following process to accomplish_

351

352 ) process design

353 described below.

354 @@
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366 Thickness; A
567
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Additional Clarifying Question 3. All of your PMTAs include information confirming that the
quality control tests are executed and some of the performance criteria are met. However, clarification is

required for some of the performance criteria. Provide the following information:

a. In PM0000010-PM0000012 and PMO0000014 the can weights are outside the
performance criteria range limits. Since performance criteria are the pre-specified limits
to establish product-to-product consistency, the resulting test data must conform to
the limits to ensure quality control among the products is regulated. It is unclear why
the can weights are out of specification. Therefore, provide a justification for these

discrepancies.

b. In PM0000013-PM0000017, you do not provide test data for (BN, stating
that a specification does not exist for this parameter. However, in the original
submission, you provided a performance tolerance value for [B)I#NN of B in
Table 3-39. If there is a tolerance value for this quality control parameter, then
corresponding test data should exist. Provide (BJN#)IN quality control test data
(i.e., measured values of quality control tests), including data sets and a summary of
the results for PM0000013-PM0000017. Certificates of analysis from the material
supplier may satisfy this deficiency. If you choose to address this deficiency by
providing certificates of analysis for any of the parameters listed above, the certificates
of analysis must include performance criteria values; parameter units; test data
average value; and either the standard deviation of the test data or the minimum and
maximum values of the teat data. If you do not have specifications for ()N,

explain why you included performance tolerance value for __i-_

the original submission.

Swedish Match response to Additional Clarifying Question 3.a. for PM0000013-PM0000017:

Test data for can weights were presented in the Attachment Q4e1-20150428 of Swedish Match’s
May 22, 2015 response to the April 28, 2015 Advice/Information Request, Additional Clarifying Question 4.e.

PM0000010-PM0000011, PM0000013, and PM0000015 (MR0000020-MR0000021, MR0000024, and
MR0000027, respectively, in Attachment Q4e1-20150428)

Test data outside of the performance criteria range limits were the result of where the samples were
collected in the process. The test data presented in Attachment Q4e1-20150428 was obtained from quality
audit information and not from the in-line check-weigher as check-weigher data is not retained. After

further review, we recognized the quality audit samples were coIIected_

PM0000012
PMO0000012 did not have can weight test data outside the performance criteria range limits of-g .g

--g). Range for data presented was- to- grams.
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410 PMO0000014

411  All test data outside of the range limits occurred for the manufacturing date_. The test
412  data for this date is not representative of manufacturing capability for this product_
a3 [ . W regret the inclusion of
414  this data and ask that data for the November 19, 2012 date be discarded. A revised data set including data
415  from 2015 and removing data from November 19, 2012 is provided in Attachment Q3a1-20150612.

416  Further, the summary data for PM0000014 is revised in table 3a-1 to reflect the removal of the November
417 19, 2012 data and inclusion of data from 2015.

418 Table 3a-1. Revised summary can weight data for PM0000014.
4352
PM0000014

CAN WEIGHT (g)

Target (Lower Tolerance -
Upper Tolerance)

Count

Average

Standard Deviation

419
420 Swedish Match response to Additional Clarifying Question 3.b. for PM0000011-PM0000017:
421 Swedish Match is providing a declaration of authenticity (DOA) from the material supplier in

422  Attachment Q3b1-20150605 which includes performance criteria values; parameter units; test data

423  average value; and the standard deviation of the test data as well as the minimum and maximum values of
424  the test data. The DOA data indicates the performance tolerance value for_ o-, as

425  indicated in Table 3-39 of the original MRTPA submission, is met.

426 The material supplier’s_ target specification is- g with a tolerance above or equal
427 tc- g. The method for this is the supplier’'s own method named- (see Attachment Q3b2-20150605).
428

429 Additional Clarifying Question 4. All of your PMTAs include design parameter test data,
430 confirming that the target specifications are met. However, the test data for the portion dimensions are
431 inconsistent. Some of the test data for portion length, width, and thickness falls within the range limits for

432  the new products, but some of the data does not fall within the range limits. You recognize that some of
433  the test data is outside of the specification range limits, stating that the portion dimensions are not
434  release criteria and in turn, the test data is acceptable. However, range limits are used to characterize the

435 product based on the target specifications and product attributes (e.g., taste, use, and HPHC limits). Test

436 data demonstrate if the product conforms to the standards. When manufacturing data does not fall
437
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within the range limits of the specification, it is an indication that deviations are occurring (e.g.,
raw materials are out of specification, equipment malfunction). Regardless of whether the parameter is a
release criterion, the test data should be representative of the range limits. Provide a justification for
these discrepancies.

Swedish Match response to Additional Clarifying Question 4 for PM0000013-PM0000017:

None of the out of range test data deviates more thanl(mm. It is reasonable to assume, given the
rudimentary measurement methods employed, that inconsistent measurement practices and subjective
human examination are the primary contributing factor to data test results that were recorded as out of
range and not that deviations are occurring in the manufacturing process.

Most consistently there was out of range data for the thickness. This is not surprising. Depending
how the pouch was handled during the measurement a number of results are possible. Snus could have
been unevenly disturbed in the pouch and depending on whether or not the pouch was flattened or fluffed
up, for example, the thickness measurement would certainly be effected.

Likewise length measurements are subject to the effects of sample handling. Depending on the
amount of pressure exerted on the pouch or whether or not it was fully straitened a number of results are
possible.

With the exception of a single data point on PM0000014, all of the width data points were within
specification. This demonstrates that reliance on fixed material and equipment settings is sufficient to
control the width of the products and the one outlier is most likely due to test method.

SMNA 20150612, Page 13 of 32



469 Additional Clarifying Question 5. All of your PMTAs report that your company employs an
470  automatic control system for approval of snus blends before the blend is released for packaging. This
471 automatic control system assesses the values of moisture content, pH, aw, and sensory characteristics.
472  The analytical values are compared with the specifications, and snus blends having analytical values

473  within the specified tolerance limits are immediately ggprove_
474
475 (M.
476 DA . However, the specifcations
477  provided in your PMTAs do not include upper tolerance limits for moisture or pH for the new products in
478 PMO0000011 and PM0000012. Furthermore, during FDA inspection of your manufacturing and testing

479  facilities on April 13-17, 2015, it was discovered that QEMS instruction titled '

480 _“ for handling the out-of-specification situations seems to be
481 inconsistent with the procedure described in your PMTAs. The instructions In this QEMS indicate that in

483 _ Therefore, the following information is needed:

484 a. Upper tolerance limits for moisture and pH for the new products in PM0000011 and
485 PMO0000012.
486 b. Measured values for a,, for all new products.

488

489 d. Information and data to support that the_ specifications ensure
o1 e
as3 oo

494
495 Swedish Match response to Additional Clarifying Question 5.a. for PM0000011-PM0000012:
496 The May 22, 2015 response to April 28, 2015 Advice/Information Request, page 45, response to

497  additional clarifying question 3.e., referred CTP to our December 3, 2014 response to November 12, 2014
498  Advice/Information Request, additional clarifying question 9, at page 21 in “Table 9-1, with the updated
499  Table 3-37(20141112)” for product General Dry Mint Portion Original Mini (SKU 4800, PM0000011/

500 MR0000021) and General Portion Original Large (SKU 4880, PM0000012/MR0000022). To aid CTP, the

501  upper tolerance limits for moisture and pH for PM0000011 and PM0000012 snus blends before the blend is
502 released for packaging can be found below in Table 5a-1.

503 Table 5a-1. Snus blend prior to packaging upper tolerance limits for moisture and pH.

General Dry Mint Portion Original General Portion Original Large
Mini (SKU 4800, PM0000011) (SKU 4880, PM0000012)

Upper tolerance limit for moisture

Upper tolerance limit for pH
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If the information FDA is seeking clarity for is for the finished products as packaged, the upper
tolerance limits for the moisture and pH for PM0000011 and PM0000012 for the finished packaged products
are in Table 5a-2. This information has previously been provided in our December 3, 2014 response to
November 12, 2014 Advice/Information Request, additional clarifying question 8, at page 18 in “Table 8-1,
Updated Table 3-2 (20141112) Additional Product Characteristics”.

Table 5a-2. Finished packaged product upper tolerance limits for moisture and pH.

General Dry Mint Portion Original General Portion Original Large
Mini (SKU 4800, PM0000011) (SKU 4880, PM0000012)

Upper tolerance limit for moisture

Upper tolerance limit for pH

Swedish Match response to Additional Clarifying Question 5.b. for PM0000010-PM0000017:

is provided in Attachment Q5b1-20150605 for PM0000010, PM0000013-PM0000014, and
PMO0000015-PM0000017.

For PM0000013 and PM0000015 please see measured a,, values for MRO000024 and MR0000027,
respectively, in Attachment Q5b1-20150605.

No a,, data for snus blends before the blend is released for packaging is available for PM0000011-
PMO0000012.

_ PMO0000011 is packaged as a dry product so only finished product a,, is
collected. PM0000O12 receives B <o

only the finished product a,, is collected.

To view data demonstrating finished products meet the specifications, we refer CTP to “Figure 17-1.
Data demonstrating finished product meets the specifications”, pages 35-39 in our December 3, 2014
response to November 12, 2014 Advice/Information Request, additional clarifying question 17.

Swedish Match response to Additional Clarifying Question 5.c. for PM0000010-PIM0000017:

The specification for the

for production batches having_

is the same for production batches that are within specification. It is

lsothesame for fnshed package prodcts DI
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Swedish Match response to Additional Clarifying Question 5.d. for PM0000010-PM0000017:

The instructions in the QEMS indicate that

. This is accurate. It is

our practice to release products that ar

. Therefore, as described in the MRTPA, if

’

The QEMS does not indicate that (I
. As indicated in the MRTPA, (BCONINIINN

. The QEMS shall be updated to further

clarify actions to be taken when

tabity proftenformaton
is provided below to support that the (BRI specifications
ensure the same stability profile (BN

PM0000016 and PM0000017

Results from Swedish Match Chemical Control (CAS) program supports that_
As seen n Table 5d-1, the [ (©)

Table 5d-1.

TSNA (Sum Moisture
NNN NNK)x content pH
(ppm as is) (%)

Storage Age

Article L.
condition w

PMO0000016
PMO0000016
PMO0000017
PMO0000017
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566

567
568

569

570

571
572
573
574
575
576
577
578
579

PM0000014

Shel e study where the B coronstrates same

stability profile. Table 5d-2.
Table 5d-2.

TSNA (Sum  Moisture
NNN NNK)d  content pH
(ppm asis) (%)

Storage  Age

Article Ls
condition w

PM0000014
PM0000014
PM0000014
PM0000014
PM0000014
PM0000014
PM0000014
PM0000014

PM0000010-PM0000013 and PM0000015

Swedish Match has not experienced a situation where a,, was above the upper limit and bacteria content
was within specification for PM0000010-PM0000013. As explained above in response to 5.b., this condition
is not applicable to PM0000011-PM0000012 as snus blend a,, is not measured. Swedish Match has not
experienced the described condition for PM0000010 and PM0000013 so as to be able to collect stability
data. Swedish Match has experienced the described condition for PM0000015 and has no data to
demonstrate stability in the described condition. Nonetheless, our practices as described above would not

oo (D1 S
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ATTACHMENT A

P
@ DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food snd Drug Administration
10803 m':' Hiumhln Avgnus
Silvar Spring, MD 20089
June 12,2018
ADVICE/INFORMATION REQUEST
Swedish Match North America, Inc.
Attention: Gerard Roerty, Jr,, Vice President, General Counsel & Secretary
Two James Center

1021 East Cary Street, Suite 1600
Richmond, VA 23219

FDA Submission Tracking Number (STN): MULTIPLE STN3, see below
Dear Mr. Roerty:

Please refer to your Premarket Tobacco Applications (PMTAs) received March 11, 2015,
submitted under section 910(b) of the Feders! Food, Drug, and Cosmetic Act (PD&C Act) for
the following tobacco products:

SIN

PM0000010 General Loose

PM000001 1 General Dry Mint Portion Original Mini
PMO0000012 General Portion Original Large

PM0000013 General Classic Blend Portion White Large - (2ct
PM00000 14 General Mint Portion White Large

PMO00O001S General Nordic Mint Portion White Large - 12¢t
PM0O000016 General Portion White Large

PMO000017 General Wintergreen Portion White Lacge

We also refer to your following amendments:

* June 3, 20135, containing your responses to the May 20, 2015 Advice/Information request
letter

* March 30, 2015, containing original specimen labels for the tobacco product referenced
in each application

Based on our review of your PMTAs, we have identified the following issues for which we
believe additional information or clarification will bs helpful to FDA in performing a complete
substantive review. We are reviewing your application and the supporting information
consistent with the requirements of section 910 of the FD&C Act. These comments are provided
as a notice of issues identified to date and do not reflect a final decision on your application.
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ATTACHMENT A

Page 2; PMOG00010-PMO000CI T

We note that the following issues have been previously requested in an Advice/Information
request letter duted June 5, 2013 reluted to MRO000020-MRO000029, We have not yet recelved
an amendment to your Medified Risk Tobacco Product Applications (MRTPAS) through the
Document Control Center and without your amendment to the MRTPAs addressing all
information requests, your PMTAS are also missing similar items. Therefore listed below are
issues that are identified to date for your PMTAs. If these issues are satisfied through an
amendment to your MRTPAS, in your response please indicate the date of submission and
location of your submitted information that satisfies the following issues:

9/¢€ d

All of your portioned PMTAs provide Information on the design parameters for the new
products. However, you do not include pouch paper porosity and wicking, which are
needed to fully charactorize the products. Pouch paper porosity and wicking are inherent
to the material of the pouch and are major factors in nicotine release. Once the pouch is
placed in the user’s mouth, the porosity and wicking of the pouch control the amount and
rate of nicotine absorption. Therefore, the pauch paper must have defined porosity and
wicking specifications or another comparable speoification. Demonstrate that target
specifications are implemented and adhered to during manufacturing, For PM00000! 1~
PMOO000017, provide the target specification and upper and lower range limits for pouch
paper porosity (CU) and pouch paper wicking or another comparable specification.

Additionally, confirm the target specifications are met by providing the test data (i.e.,
measured values of design parameters), including test protocols, quantitative acceptance
(pass/fail) criteria, data sets, and a summary of the results for pouch paper porosity (CU)
and pouch paper wicking or another comparable specification for PMOOD00! |
PM0000017. Certificates of analysis from the material supplier may satisfy this
deficiency, {f you choose to address this part by providing certificates of analysis for the
parameters listed above, the certificates of analysis must include a target specification;
quantitative acceptance criteris; parameter units; test data average value; and either the
standard deviation of the test data or the minimum and maximum values of the test data.

All of your PMTAs provide the performance criteria and design parameter test data.
However, you do not include all of the information needed to fully characterize the new
products. In order to adequately characterize the new products, it is necessary to evaluate
the testing procedures. You stated that you submiited the protocol for pouch weight
(portion mass) measurements for PM0000013-PM0000017; however, no protocol was
found in the June 3, 2013 amendment, Additionally, you do not provide test protocols for
portion length, width, and thickness for PM00000 | 1-PM0000017. Provide the protocol
documents for measuring the following design parameters:

8. Pouch weight (partion mass) for PM0000013-PMO00001 7
b. Portion length, width, and thickness for PM000001 1-PM0000017

All of your PMTAs include information confirming that the quelity control tests are

executed and some of the performance criteria are met. However, clarification is
requited for some of the performance criteria. Provide the following information:
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ATTACHMENT A

Puge 3; PMO0000 10-PMO000017

8, In PMO000010-PMO000012 and PM00000 |4, the can weights are outside the
performance criteria range limits. Sines performance criteria are the pre-specified
limits to establish product-to-product consistency, the resulting test data must
conform to the limits to ensure quality control among the products is regulated, It
is unclear why the can weights are out of specification. Therefors, provide a
justification for these discrepancies.

b. In PM00000!3-PM00000! 7, you do not provide test data fo
stating that a specification does not exist for this parameter, How
original submission, you provided a performance tolerance value fo
* of [B)@)in Table 3-39. If there is a tolerance value for th
control eter, then corresponding test data should exist, Provi
quality control test data (i.e., measured values of quality contro] tests),
ncluding data sets and a summary of the results for PMO0000013-PM0000017.
Certificates of analysis from the material supplier may satisfy this deficiency. If
you choose to address this deficiency by providing certificates of analysis for any
of the parameters listed above, the certificates of analysis must include
performance criteria values; parameter units; test data average value; and cither

the standard deviation of the test data or the mi imum values of the
test data, If you do not have specificatio explain why you
included performance tolerance value fo 0 in the original
submission,

4, All of your PMTAs include design parameter test data, confirming that the target
specifications arc met. However, the test data for the portion dimensions are inconsistent.
Some of the test data for portion length, width, and thickness falls within the range Hmits
for the new products, but some of the dats does not fail within the range limits. You
recognize that some of the test data is outside of the specification range limits, stating that
the portion dimensions are not release criteria and in tuen, the test data is acceptable.
However, range limits are used to characterize the product based on the target
specifications and product attributes (e.g., taste, use, and HPHC limits). Test data
demonsteate if the product conforms to the standards. When manufacturing data does not
fall within the range limits of the specification, it is an indication that deviations are
occurring (e.g., raw materials are out of specification, equipment malfunction).
Regardless of whether the parameter is a telease criterion, the test data should be
representative of the range limits. Provide a justification for these discrepancies.

5. All of your PMTAS report that your company employs an automatic control system for
approval of snus blends before the blend is released for packaging, This automatic
control system assesses the values of moisture content, pH, a,,, and sensory
characteristics. The analytical values are compared with

blends having analytical values within the specified tolera

However, the
specifications provided in your PMTAs do not include upper tolerance limits for moisture
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ATTACHMENT A

Page 4; PMO000010-PMO00001 7

or pH for the new products in PM000001 1 and PM0000DI2. Furthermore, during FDA
inspection of your menufhcturing and
discovered that QF.MS' instruction titled

2, Upper tolerance limits for moisture and pH for the new products in PM0000G! |
and PM0000012,

b, Measured
ifica

values for a,, for all new products

311

In order to facilitate timely review of your applications, we request that you submit the
information Identified sbove within 14 days of the date of this letter, If you anticipate you
will need additional ime, please contact us to discuss,

Your submission should include a cover letter that includes the following text in your subject
line: RESPONSE TO ADVICE/INFORMATION REQUEST for PM0000010-PM0000017,
When responding, we request that your submission be organized in the following manner to
easlly identify your responses to each item above:

¢ List each number and full deficiency text as stated above, and provide your response
immediately following the deficiency

© Your response should address all STNs identified in a deflelency; if different
Information/data is being submitted for different STNs in your tesponse to a given
deficiency, the response should clearly correlate information/data to the
applicable STN(s)

o If submitting a large amount of data to address a deflclency, submit the data as an
appendix/appendices and reference the appropriate appendix/appendices in your

response

© If submitting publication(s) to address a deficiency, submit the publication(s) as
an appendix/appendices and reference the appropriate appendix/appendices in
your response

o If resubmitting information previously submitted (e.4., tables) to correct earlier
omissions/errors, cleatly identify what information has been revised

@ If you have already submitted any of the Information requested in the deficiency,
identify the date of the prior submission, page numbec(s), and line numbers where
the requested information is located

* All pages in your submission should be consecutively numbered
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ATTACHMENT A

Page $; PMO0G0Q10-PMO00001 7

We remind you that all regulatory correapondence can be submitted via the FDA Electronic
Submission Gateway (wivw.fda.gov/esg) using eSubmitter or mailed to:

Food and Drug Administration
Center for Tobacco Products
Document Control Center
Building 71, Room G335

10903 New Hampshire Avenue
Stlver Spring, MD 20993-0002

We are unable to accept regulatory submissions by electronic mail.

If you have questions regarding these PMTAs, you may contact Asia Brown, Regulatory Health
Project Manager, at (240) 402 - 3833,

Sincerely,

DigRatly tignad by illun Chan -5
Cate: 2015,06,12 10:3808 0400

ti-Lun Chen, M.D,

Director, Division of Individual Health Science
Dfflce of Science

Center for Tobacco Products
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