
 

June 23, 2015 1 

 2 
Gerard J. Roerty, Jr. 3 
Vice President, General Counsel & Secretary 4 
SWEDISH MATCH NORTH AMERICA, INC. 5 
Two James Center 6 
1021 East Cary Street, Suite 1600 7 
Richmond, VA 23219 8 
Phone: 804-787-5100 9 
Email: Gerry.Roerty@SwedishMatch.com 10 
 11 

FOOD AND DRUG ADMINISTRATION 12 
CENTER FOR TOBACCO PRODUCTS 13 
Document Control Center 14 
Building 71, Room G335 15 
10903 New Hampshire Avenue 16 
Silver Springs, MD 20993-0002 17 
 18 
SUBJECT: RESPONSE TO ADVICE/INFORMATION REQUEST for PM0000010–PM0000017   19 
  20 
Dear Sir or Madam: 21 
 22 

Swedish Match North America, Inc. (“Swedish Match” or “we”) writes in response to FDA’s 23 
Advice/Information Request dated June 12, 2015 (the “Request Letter”), included below as Attachment A, 24 
regarding our Premarket Tobacco Applications (“PMTAs”) received by FDA March 11, 2015 for the following 25 
eight (8) products (collectively, the “PM Reports”): 26 

• PM0000010, General Loose 27 
• PM0000011, General Dry Mint Portion Original Mini 28 
• PM0000012, General Portion Original Large 29 
• PM0000013, General Classic Blend Portion White Large – 12 ct 30 
• PM0000014, General Mint Portion White Large 31 
• PM0000015, General Nordic Mint Portion White Large – 12 ct 32 
• PM0000016, General Portion White Large 33 
• PM0000017, General Wintergreen Portion White Large 34 

We set forth below our response to each Agency request enumerated in the Request Letter. This 35 
response and its associated references and attachments have been constructed as directed by FDA in the 36 
Request Letter. Where appropriate, we have included any previously submitted information as well as direct 37 
FDA to the sections(s), page(s), and line number(s) of our prior MRTPAs and SE Reports, including 38 
amendments, where this information can also be found.  For FDAs aid, following is a list of corresponding 39 
MR and SE numbers related to PM numbers. 40 
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Each request for additional information or clarification (“Additional Clarifying Question”) identified 70 
in the Request Letter is reproduced below in bold type followed by Swedish Match’s response for each 71 
identified PM Report. 72 

 73 
Additional Clarifying Question 1. All of your portioned PMTAs provide information on the 74 

design parameters for the new products. However, you do not include pouch paper porosity and wicking, 75 
which are needed to fully characterize the products. Pouch paper porosity and wicking are inherent to the 76 
material of the pouch and are major factors in nicotine release. Once the pouch is placed in the user's 77 
mouth, the porosity and wicking of the pouch control the amount and rate of nicotine absorption.  78 
Therefore, the pouch paper must have defined porosity and wicking specifications or another comparable 79 
specification. Demonstrate that target specifications are implemented and adhered to during 80 
manufacturing. For PM0000011-PM0000017, provide the target specification and upper and tower range 81 
limits for pouch paper porosity (CU) and pouch paper wicking or another comparable specification. 82 

 83 
Additionally, confirm the target specifications are met by providing the test data (i.e., measured 84 

values of design parameters), including test protocols, quantitative acceptance (pass/fail) criteria, data 85 
sets, and a summary of the results for pouch paper porosity (CU) and pouch paper wicking or another 86 
comparable specification for PM0000011-PM0000017. Certificates of analysis from the material supplier 87 
may satisfy this deficiency. lf you choose to address this part by providing certificates of analysis for the 88 
parameters listed above, the certificates of analysis must include a target specification; quantitative 89 
acceptance criteria; parameter units; test data average value; and either the standard deviation of the 90 
test data or the minimum and maximum values of the test data. 91 

 92 
Swedish Match response to Additional Clarifying Question 1 for PM0000011-PM0000017: 93 

FDA states in the question that, “Once the pouch is placed in the user’s mouth, the porosity and 94 
wicking of the pouch control the amount and rate of nicotine absorption.” Our research1 does not indicate 95 
this is the case.   96 

  97 

98 
99 

100 
101 
102 
103 
104 
105 

                                                           
1  

. 
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Further, nicotine uptake or uptake of HPHCs from the pouches due to the pouch material or slight 106 
variation in the physical shape of the pouch would be dwarfed by the large inter-individual variations we see 107 
in extractions which are more likely related to bodily processes, saliva production, etc. which varies between 108 
individuals.  109 

It was not Swedish Match’s intent to infer that pouch paper regulated or buffered nicotine 110 
extraction or that we have any pouch paper design features that could be interpreted as parameters to 111 
measure and or maintain the consistency in the release of nicotine when we made the following statement 112 
about pouch paper, “From a consumer perspective, it is important that the pouch material (which is used in 113 
the portion snus products) is soft and has texture properties which facilitate the release of nicotine and 114 
flavor compounds” in the MRTPA page 147, sections 3.1.5. 115 

116 
117 
118 
119 

120 
121 
122 
123 
124 

Notwithstanding, Swedish Match has previously provided comments and or information regarding 125 
pouch paper porosity and pouch paper wicking as indicated below.  Where applicable we refer FDA to prior 126 
amendments submitted for MR0000021-MR0000029 and SE0010525-SE0010533. 127 

Pouch paper porosity 128 

Comparable information for porosity has been supplied in the form of air permeability information.   129 

We refer FDA to; 130 

1. Swedish Match’s December 3, 2014, responses to the November 12, 2014 Advice/Information 131 
Request, where on page 44 of 54 we stated; 132 

“The requested subcomponent information, as well as basis weight per unit of use, fabric weight (basis 133 
weight), fabric width, pouch paper thickness, and air permeability, for each product can be found in our 134 
Response to Scientific Advice/Information Request for SE0010524-SE0010533 dated November 6, 2014, 135 
Attachment F-20140909 for each SE0010524-SE0010533, pages 112-137 of 731 (see table 21-1 below).” 136 

2. Swedish Match’s March 6, 2015, responses to the February 5, 2015 RESPONSE TO PRELIMINARY 137 
FINDING for SE0010524-SE0010533, where on page 6 we stated; 138 

“The information in Attachment M-20140909 from the Swedish Match response to Scientific 139 
Advice/Information Request, Deficiency 1 from 6th of November 2014 is correct. The Amendment narrative, 140 
line 786-789, page 23 of 731, explains that there is no specification for porosity (air permeability). The 141 
supplier provided a Declaration of Authenticity (DOA) containing raw data information found in Attachment 142 
N-20140909 from our response to Scientific Advice/Information Request, dated 9th of September 2014. 143 
Swedish Match regrets that we inadvertently inserted the DOA data into attachment F-20140909. 144 
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Attachment F-20140909 has been corrected to indicate there is no specification for porosity/air 145 
permeability. The corrected attachment F-20140909 is called “Attachment F-20150205”. The corrected 146 
information has been highlighted on the attachment.” 147 

3. Swedish Match’s November 6, 2014, responses to the September 9, 2014 Advice/Information 148 
Request,  for SE0010524-SE0010533 (MR0000020 – MR0000029) 149 

a. Page 23, line 786-791 we stated 150 
i. “It has not been our practice to measure or monitor pouch paper porosity. In our 151 

opinion, this is not a design feature, and, as such, we have set no specifications. 152 
According to the pouch paper vendor for Swedish Match, no current GMP exists for 153 
the measurement of porosity/permeability of the material. Furthermore, no 154 
standard test method exists for these materials.  To aid CTP in their evaluation, we 155 
are including in Table D1-2 below the pouch paper air permeability and density data 156 
provided by the vendor.” 157 

b. Page 24 lines 795-796, Table D1-2. Supplier pouch paper air permeability and density data. 158 

c. Page 28, line 928-930 for SE0010525, i.e., MR0000021, we stated 159 
i. “summary of test data for air permeability for the new product was provided by the 160 

supplier. See attachment, Attachment M-20140909. The supplier provided no test 161 
data for the grandfathered product.” 162 

d. Page 29 line 976-979 for SE0010526 - SE0010533, i.e., MR0000022-MR0000029 163 
i. Same statement as c(i) above 164 

e. Summary data for 165 
i. PM0000011 see page 184 of 731 ATTACHMENT M-20140909 (SE0010525) 166 

(Page 1 of 1) item 7 167 
ii. PM0000012 see page 185 of 731 ATTACHMENT M-20140909 (SE0010526) 168 

(Page 1 of 1) item 7 169 
iii. PM0000013 see page 187 of 731 ATTACHMENT M-20140909 (SE0010528) 170 

(Page 1 of 1) item 7 171 
iv. PM0000014 see page 188 of 731 ATTACHMENT M-20140909 (SE0010529) 172 

(Page 1 of 1) item 7 173 
v. PM0000015 see page 190 of 731ATTACHMENT M-20140909 (SE0010531) 174 

(Page 1 of 1) item 7 175 
vi. PM0000016 see page 191 of 731ATTACHMENT M-20140909 (SE0010532) 176 

(Page 1 of 1) item 7 177 
vii. PM0000017 see page 192 of 731 ATTACHMENT M-20140909 (SE0010533) 178 

(Page 1 of 1) item 7 179 
  180 
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f. Test data/data sets; the supplier’s certificate (declaration of authenticity (DOA)) can be 181 
found as follows.  The DOA is identical for each product 182 

i. PM0000011, ATTACHMENT N-20140909 (SE0010525) Page 207 of 731  183 
ii. PM0000012, ATTACHMENT N-20140909 (SE0010526) Page 222 of 731 184 

iii. PM0000013, ATTACHMENT N-20140909 (SE0010528) Page 256 of 731 185 
iv. PM0000014, ATTACHMENT N-20140909 (SE0010529) Page 274 of 731 186 
v. PM0000015, ATTACHMENT N-20140909 (SE0010531) Page 308 of 731 187 

vi. PM0000016, ATTACHMENT N-20140909 (SE0010532) Page 325 of 731 188 
vii. PM0000017, ATTACHMENT N-20140909 (SE0010533) Page 343 of 731 189 

g. Test protocol information 190 
i. ATTACHMENT O-20140909 Page 354 of 731  191 

Pouch paper wicking 192 

Swedish Match does not have any specifications, test data, or data sets for wicking or anything comparable 193 
to wicking. The material as offered to us by the supplier has never had a specification for wicking. 194 
Consequently, Swedish Match has never developed a specification for wicking or explored the development 195 
of method or test protocols. As it pertains to the nonwoven material used by Swedish Match, we have no 196 
knowledge of a standard or validated method for the measurement of wicking.  197 

198 
199 
200 
201 
202 
203 
204 

205 
206 
207 
208 

We refer FDA to like statements made in previous amendments;  209 

1. Swedish Match’s May 22, 2015, responses to the April 28, 2015 Advice/Information Request 210 

a. Page 24 of 470 we stated; 211 
i. 212 

213 
214 
215 

b. Page 466 of 470 we stated;  216 
i. 217 

218 
219 
220 
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221 
222 

223 
224 
225 
226 
227 
228 
229 
230 
231 

 232 
Additional Clarifying Question 2. All of your PMTAs provide the performance criteria and 233 

design parameter test data. However, you do not include all of the information needed to fully 234 
characterize the new products. In order to adequately characterize the new products, it is necessary to 235 
evaluate the testing procedures. You stated that you submitted the protocol for pouch weight (portion 236 
mass) measurements for PM0000013-PM0000017; however, no protocol was found in the June 3,2015 237 
amendment.  Additionally, you do not provide test protocols for portion length, width, and thickness for 238 
PM0000011-PM0000017. Provide the protocol documents for measuring the following design parameters: 239 

a. Pouch weight (portion mass) for PM0000013-PM0000017 240 

b. Portion length, width, and thickness for PM0000011-PM0000017 241 
 242 
Swedish Match response to Additional Clarifying Question 2.a. for PM0000013-PM0000017: 243 

PM0000013 and PM0000015 244 

PM0000013 and PM0000015 are 0.9g white portions which are randomly packaged in a can.  Swedish Match 245 
utilizes .   246 

 247 
 248 

.   249 

The specification for a single pouch is   The specification for a “sample” (2 pouches) is g 250 
   251 

 as noted in the attached  chart.  (See Attachment 252 
Q2a1-20150605.)  253 

 254 
 255 

  256 
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PM0000014, PM0000016, and PM0000017 257 

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

The packing technique is ) 261 
 262 

. 263 

Weight of finished cans is monitored by an in-line check-weigher.  264 
 265 

 266 
. 267 

.  The lower and upper pouch 268 
weight limits are controlled by the pouch packing machine. Thus, the pouch weight design feature is 269 

 270 
 271 

Swedish Match response to Additional Clarifying Question 2.b. for PM0000011-PM0000017: 272 

Swedish Match does not have test protocols for pouch length, width, and thickness.  We do not 273 
perform routine quality checks for the purpose of monitoring or controlling pouch length, width, and 274 
thickness.  We rely on pouch weight, pouch material width, and equipment settings/design to control pouch 275 
dimensions.  276 

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

PM0000011-PM0000012 282 

PM0000011 and PM0000012 are pouch products that are formed on what is known as a    283 

Width;  284 
 285 

 286 
.  Swedish Match 287 

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

Length;  289 
 290 

 291 
 292 

. Swedish Match reasonably does not monitor this fixed condition 293 
or consider it to be a release criterion. 294 
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Thickness; the ,  
 296 

. 297 

PM0000013 and PM0000015  298 

PM0000013 and PM0000015 are 0.9g white portions which are randomly packaged in a can.   299 
    300 

 301 
 described below. 302 

; 303 

1. 304 
305 

2. 306 
307 

3. 308 
309 
310 
311 

4. 312 
313 
314 

315 
316 
317 
318 
319 
320 

5. 321 
322 
323 
324 

6. 325 
326 
327 
328 
329 

a. 330 
331 
332 
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 334 

7. 335 
336 
337 
338 
339 
340 
341 

Thickness;  342 
 343 

. 344 

PM0000014, PM0000016-PM0000017 345 

PM0000014, PM0000016, and PM0000017 are 1.0g white portions which are packaged in a star formation in 346 
a can.  .  347 

348 
349 

Step 7 above is replaced by the following process to accomplish   350 
.  Further 351 

 process design 352 
described below. 353 

; 354 

355 
356 
357 
358 
359 

360 
361 

362 
363 

364 
365 

Thickness;  366 
 367 

. 368 
  369 
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Additional Clarifying Question 3. All of your PMTAs include information confirming that the 370 
quality control tests are executed and some of the performance criteria are met. However, clarification is 371 
required for some of the performance criteria. Provide the following information: 372 
 373 

a. In PM0000010-PM0000012 and  PM0000014 the can  weights are outside the 374 
performance criteria range limits. Since performance criteria are the pre-specified limits 375 
to establish product-to-product consistency, the resulting  test data must conform to 376 
the limits to ensure quality control among the products is regulated. It is unclear why 377 
the can weights are out of specification.  Therefore, provide a justification for these 378 
discrepancies. 379 

 380 
b. ln PM0000013-PM0000017, you do not provide test data for , stating 381 

that a specification does not exist for this parameter. However, in the original 382 
submission, you provided a performance tolerance value for  of  in 383 
Table 3-39. If there is a tolerance value for this quality control parameter, then 384 
corresponding test data should exist. Provide  quality control test data 385 
(i.e., measured values of quality control tests), including data sets and a summary of 386 
the results for PM0000013-PM0000017. Certificates of analysis from the material 387 
supplier may satisfy this deficiency.  If you choose to address this deficiency by 388 
providing certificates of analysis for any of the parameters listed above, the certificates 389 
of analysis must include performance criteria values; parameter units; test data 390 
average value; and either the standard deviation of the test data or the minimum and 391 
maximum values of the teat data. If you do not have specifications for , 392 
explain why you included performance tolerance value for  of  in 393 
the original submission. 394 

 395 
Swedish Match response to Additional Clarifying Question 3.a. for PM0000013-PM0000017: 396 

 Test data for can weights were presented in the Attachment Q4e1-20150428 of Swedish Match’s 397 
May 22, 2015 response to the April 28, 2015 Advice/Information Request, Additional Clarifying Question 4.e.  398 

PM0000010-PM0000011, PM0000013, and PM0000015 (MR0000020-MR0000021, MR0000024, and 399 
MR0000027, respectively, in Attachment Q4e1-20150428) 400 

Test data outside of the performance criteria range limits were the result of where the samples were 401 
collected in the process.  The test data presented in Attachment Q4e1-20150428 was obtained from quality 402 
audit information and not from the in-line check-weigher as check-weigher data is not retained.  After 403 
further review, we recognized the quality audit samples were collected  404 

   405 

PM0000012  406 

PM0000012 did not have can weight test data outside the performance criteria range limits of g ( g 407 
- g).  Range for data presented was  to  grams. 408 
  409 
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within the range limits of the specification, it is an indication that deviations are occurring (e.g., 438 
raw materials are out of specification, equipment malfunction). Regardless of whether the parameter is a 439 
release criterion, the test data should be representative of the range limits. Provide a justification for 440 
these discrepancies. 441 
 442 

Swedish Match response to Additional Clarifying Question 4 for PM0000013-PM0000017: 443 

444 
445 
446 

447 
448 
449 
450 
451 
452 
453 

None of the out of range test data deviates more than mm.  It is reasonable to assume, given the 454 
rudimentary measurement methods employed, that inconsistent measurement practices and subjective 455 
human examination are the primary contributing factor to data test results that were recorded as out of 456 
range and not that deviations are occurring in the manufacturing process. 457 

Most consistently there was out of range data for the thickness.  This is not surprising.  Depending 458 
how the pouch was handled during the measurement a number of results are possible.  Snus could have 459 
been unevenly disturbed in the pouch and depending on whether or not the pouch was flattened or fluffed 460 
up, for example, the thickness measurement would certainly be effected.  461 

Likewise length measurements are subject to the effects of sample handling.  Depending on the 462 
amount of pressure exerted on the pouch or whether or not it was fully straitened a number of results are 463 
possible. 464 

With the exception of a single data point on PM0000014, all of the width data points were within 465 
specification.  This demonstrates that reliance on fixed material and equipment settings is sufficient to 466 
control the width of the products and the one outlier is most likely due to test method. 467 
  468 
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Swedish Match response to Additional Clarifying Question 5.d. for PM0000010-PM0000017: 536 

 The instructions in the QEMS indicate that  537 
.  This is accurate.  It is 538 

our practice to release products that are  539 
 540 

 541 
 542 

 543 
.  Therefore, as described in the MRTPA, if 544 

, 545 
. 546 

 The QEMS does not indicate that  547 
.  As indicated in the MRTPA,  548 

.  The QEMS shall be updated to further 549 
clarify actions to be taken when .   550 

 551 
 552 

 553 

 Stability profile information  554 
 is provided below to support that the  specifications 555 

ensure the same stability profile  556 

PM0000016 and PM0000017 557 

Results from Swedish Match Chemical Control (CAS) program supports that  558 
. 559 

As seen in Table 5d-1, the   560 
 561 

.   562 

Table 5d-1. 563 

Article Storage 
condition 

Age 
w 

TSNA (Sum 
NNN NNK)¤ 
(ppm as is) 

Moisture 
content 

(%) 
pH 

PM0000016 
PM0000016 
PM0000017 
PM0000017 

 564 
  565 
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