
January 30, 2024 1 
2 

Gerard J. Roerty, Jr. 3 
Vice President, General Counsel & Secretary 4 
Swedish Match USA, Inc. 5 
Two James Center 6 
1021 East Cary Street, Suite 1600 7 
Richmond, VA 23219 8 
Phone:  9 
e-mail:  10 

11 
12 

Food and Drug Administration 13 
Center for Tobacco Products 14 
Document Control Center (DCC) 15 
Building 71, Room G335 16 
10903 New Hampshire Avenue 17 
Silver Spring, MD 20993-0002 18 

19 
20 

SUBJECT: RESPONSE TO DEFICIENCY LETTER – MR0000256.PD1-MR0000256.PD5, MR0000256.PD7-21 
MR0000256.PD9) 22 

23 
24 

Dear Sir or Madam: 25 
26 

We received your correspondence dated January 17, 2024 (“Letter”) (see attachment, Attachment A) 27 
regarding FDA’s review of the MRTPA Renewal that Swedish Match USA, Inc. (“Swedish Match”, “we”, 28 
“us” or “our”) had previously submitted on July 17, 2023, as well as the referenced Amendment 29 
Response dated December 13, 2023, for the following products: 30 

31 
32 

MR0000256.PD1: General Loose33 
MR0000256.PD2: General Dry Mint Portion Original Mini34 
MR0000256.PD3: General Portion Original Large35 
MR0000256.PD4: General Classic Blend Portion White Large – 12ct36 
MR0000256.PD5: General Mint Portion White Large37 
MR0000256.PD7: General Nordic Mint Portion White Large – 12ct38 
MR0000256.PD8: General Portion White Large39 
MR0000256.PD9: General Wintergreen Portion White Large40 

41 
As part of our reply to the Agency’s request for additional information, we set forth below, our response 42 
(“Response”) to each request enumerated in the Letter.  This Response and its associated reference and 43 
attachments have been constructed as directed by FDA in the Letter.  Where appropriate, we have 44 
included any previously submitted information, as well as direct FDA to the section(s), page(s), and line 45 
number(s) of our prior reports, including amendments, where this information can also be found. 46 

47 
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Swedish Match submits that this Response and the information we are supplying in connection with this 48 
Response are trade secret, proprietary information that is protected under state and federal law from 49 
public disclosure.  This information should therefore be handled in accordance with the security 50 
procedures adopted by FDA, in connection with enforcement of the FDCA. 51 

52 
We appreciate your consideration and evaluation of this Response concerning our MRTPAs identified 53 
above. If you should have any questions, please let me know. 54 

55 
Sincerely yours, 56 

57 
58 
59 
60 

Gerard J. Roerty, Jr. 61 
Vice President, General Counsel & Secretary 62 

63 
64 

Document Attachments (List) 65 
Attachment A – CTP Correspondence re: MR0000256.PD1-MR0000256.PD5, MR0000256.PD7-66 
MR0000256.PD9 dated January 17, 2024 67 
Attachment B – IRB Review and Exemption Determination Letter 68 
Attachment C – Summary of Previous Periodic Reporting (Excel File Format) 69 
Attachment D – Response to CTP Correspondence dated December 14, 2023 70 
Attachment E – Study Materials for General Snus Patterns of Use Study (see sections E.1 – E.5) 71 
Attachment F – “Readme” Summary of General Snus Patterns of Use Study (Data and Analyses) 72 
Attachment G – Data Maps Files (.xlss files G.1 – G.4) 73 
Attachment H – Solicited Code (.txt file format ) 74 
Attachment I – Data Files (.xpt format ) 75 

76 
77 
78 
79 
80 
81 
82 
83 
84 
85 
86 
87 
88 
89 
90 
91 
92 
93 
94 
95 
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Each request for additional information identified by number in the Letter is reproduced below in bold 96 
type followed by Swedish Match’s Response. 97 

 98 
1.  Your MRTPA renewal application lacks adequate cross-referencing to include all information that 99 
you submitted in support of your application review. On October 19, 2023, you submitted two-post 100 
market surveillance reports (PS0000306, PS0000307) and on December 14, 2023, you submitted two 101 
additional post-market surveillance reports PS0000314, PS0000315). These four reports are not cross-102 
referenced in your renewal application. Since the post-market surveillance reports contain 103 
information that is relevant to scientific review, we are currently unable to continue with a 104 
comprehensive scientific review. Submit an amendment that cross-references the four missing post-105 
market surveillance reports. In the future, be sure to submit amendments to your renewal application 106 
in parallel when submit new post-market surveillance reports. 107 

 108 
Swedish Match Response to Question #1 109 

 110 
In Attachment C, Swedish Match provides an amended .xlss file containing cross-referencing for our 111 
previous periodic and annual reporting.  We previously submitted this .xlss file with our July 17, 2023 112 
renewal application.  This amended file contains cross-referencing for the correspondence we submitted 113 
after July 17, 2023, including cross-referencing for the post-market surveillance reports (i.e., PS0000306, 114 
PS0000307, PS0000314, PS0000315) submitted on October 19, 2023 and December 14, 2023.  115 
Specifically, Attachment C Tab 2 provides the requested cross-referencing. 116 
 117 
This amendment  is intended to supersede and replace the previous version of this .xlss file. 118 
 119 

2. Your MRTPA renewal application lacks documents containing all information related to the General 120 
Snus Patterns of Use study. Specifically, it is missing line data and relevant files to aid data analysis. 121 
These items are important for FDA to replicate applicant findings or conduct alternative statistical 122 
analyses. Your renewal also lacks documentation of IRB approval for your General Snus Patterns of 123 
Use study. Documentation of IRB approval is needed for FDA to assure any data collection involving 124 
participants was conducted with appropriate measure to protect the rights and welfare of human 125 
research subjects. Submit line data, data definition files that include the names of the variables, 126 
codes, and formats used in each dataset, and copies of programs and any necessary macro programs 127 
used to create derived datasets and the results reported in the study reports. Additionally, submit 128 
documentation of IRB approval for the study. 129 
 130 

Swedish Match Response to Question #2 131 

 132 
The requested documents for Swedish Match’s General Snus Patterns of Use study have been included 133 
in this Response (please see attachments, Attachment D, Attachment E, Attachment F, Attachment G, 134 
Attachment H, Attachment I).  The solicited information provided in this Response include the following 135 
items: 136 
 137 

 Line data and relevant files to aid data analysis; 138 
 Data definition files that include the names of the variables, codes, and formats used in each 139 

data set; 140 
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 Copies of programs and any necessary macro programs used to create derived datasheets and 141 
the results reported in the study reports. 142 

 143 
The inclusion of these items will allow FDA to replicate applicant findings and/or conduct alternative 144 
statistical analyses.   145 
 146 
Per FDA’s request, this Response also includes: 147 
 148 

 Documentation of Institutional Review Board (“IRB”) review for the study (see attachment, 149 
Attachment B) 150 

 151 
Documented approval from a central IRB in the U.S. was obtained prior to the initiation of the study. 152 
Sterling, IRB (Atlanta, Georgia) approved this study. The General Snus Patterns of Use Study received a 153 
Category 2 Exemption.  154 
 155 
 156 
 157 
Further: 158 
 159 
Per FDA’s request, on January 17, 2024, Swedish Match submitted updated Environmental Assessments 160 
and corresponding Confidential Appendices for each of the eight (8) General Snus SKUs included in the 161 
MRTPA renewal application.  Regarding their environmental impact, the assessments continued to 162 
demonstrate the appropriateness of the protection of the public health (“APPH”) of the proposed 163 
modified risk tobacco products.  To assist FDA in their assessment of the application, we cross-164 
referenced these recently submitted items into the aforementioned amended Excel file (see 165 
attachment, Attachment C, Tab 9). 166 
 167 
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APP819  Exempt.Determination  Effective Date: 6.03.20  Version: 1.2 

TYPE OF REVIEW – EXEMPTION FROM IRB REVIEW DETERMINATION 

Determination 
Date: June 17, 2020 

IRB ID: 

Protocol: General Snus® Patterns of Use Study 

Sponsor: 

Principal 
Investigator: 

 is in receipt of submission materials for the above-referenced study. 

Items Reviewed:
• Exemption or Non-Human Subjects Research Determination Request
• Protocol (Date: 15 June 2020)
• Baseline Questionnaire (June 16, 2020)
• Consumer Facing Materials
• Perks Login Process

Based on the information available to the IRB,  (or designee) has determined that: 

The above-listed study is exempt from IRB review pursuant to the terms of the U.S. Department of Health and Human Service's Policy 
for Protection of Human Research Subjects at 45 C.F.R. §46.104(d).  

 has determined that the following exemption category(ies) applies: 
• Category 2 Exemption (DHHS)

 exemption determination is based on the study-related information available to  as of the determination 
date listed above.  Should any changes be made to the study subsequent to  determination, this determination is no 
longer applicable.  

As the project applicant you are responsible for following all policies of  as described in the Exemption or Non-Human 
Subjects Research Determination Request Submission Agreement which you accepted with project submission. It is your 
responsibility to ensure this project is conducted in accordance with applicable regulations (local, state and federal) as well as any 
requirements established by the IRB at the time of the review determination. Refer to the Investigator Handbook at 

 details of these responsibilities. 
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December 13, 20231

2
Gerard J. Roerty, Jr.3
Vice President, General Counsel & Secretary4
Swedish Match USA, Inc.5
1021 East Cary Street, Suite 16006
Richmond, VA 232197
Phone:8
e mail:9

10
Food and Drug Administration11
Center for Tobacco Products12
Document Control Center13
Building 71, Room G33514
10903 New Hampshire Avenue15
Silver Spring, MD 20993 000216

17
SUBJECT: [AMENDMENT – POST MARKET SURVEILLANCE STUDIES WAVE REPORTS] Modified Risk Tobacco18
Product Application Renewal MR000025619

Dear Sir or Madam:20
21

On July 17, 2023, Swedish Match USA, Inc. (“Swedish Match”, “our” or “we”) submitted our22
Modified Risk Tobacco Product Application Renewal to Center for Tobacco Products.23

24
On December 12, 2023, we received an email referencing our renewal submission – MR0000256,25

explaining that CTP was unable to locate the General Snus Patterns of Use Study Wave 3 and requesting a26
timeline as to when each Wave was fielded.27

28
Under the MRTP reporting requirements, Swedish Match had full intention to submit all required29

study phases with our submission. We believe that due to the timing of when reports were received from30
our vendor, the Wave 3 study was erroneously omitted and not included in error with our Swedish Match31
PMTA MRTP Combined Postmarket Annual Report dated Oct 28, 2022. The Wave 4 study was included with32
that submission.33

34
After reviewing the Wave Report documents in our possession, we now submit ALL Post Market35

Surveillance Study Wave Reports to fulfill the document requirements for Section 1 – Annual Post Market36
Surveillance and Studies Report Summary (please see document summary below).37

38

If further information is required, please feel free to contact me.39

Sincerely yours,40

41
42
43

Gerard J. Roerty, Jr.

Vice President, General Counsel & Secretary
44
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Attachment A – General Snus Patterns of Use Study Timeline45

Attachment B PMSS Wave Technical Report Summary46
B.1 General Snus Patterns of Use Study Wave 1 Technical Report_v1.0_07OCT2020_Final47
B.2 General Snus Patterns of Use Study Wave 2 Technical Report_v2.0_13JUL2021_Final48
B.3 General Snus Patterns of Use Study Wave 3 Technical Report_v2.0_10FEB2022_Final49
B.4 General Snus Patterns of Use Study Wave 4 Technical Report_v1.0_04NOV2022_Final50
B.5 General Snus Patterns of Use Study Longitudinal Report_v1.0_10APR2023_Final51
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Attachment A – General Snus Patterns of Use Study Timeline 

MRTP PMSS SUBMISSIONS 

MRTP Order – 10/22/19

“Respondents will complete surveys at Baseline, and again at 6 months, 1 year and 2 years post 
Baseline period”. 

PMSS Submission Research Timelines 

Wave 1 (Baseline; Month 0) – July 25, 2020 to August 17, 2020 

Wave 2 (Month 6) – February 2, 2021 to March 6, 2021 

Wave 3 (Month 12) – August 5, 2021 to September 7, 2021 

Wave 4 (Month 24) – August 4 2022 to September 5, 2022 

Attachment D - Response to CTP Correspondence dated December 14, 2023 (Page 3 of 253)

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 14 of 427)



General

Attachment D - Response to CTP Correspondence dated December 14, 2023 (Page 4 of 253)

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 15 of 427)

(b) (4)



Attachment D - Response to CTP Correspondence dated December 14, 2023 (Page 5 of 253)

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 16 of 427)

(b) (4)



2.

Attachment D - Response to CTP Correspondence dated December 14, 2023 (Page 6 of 253)

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 17 of 427)

(b) (4)



Attachment D - Response to CTP Correspondence dated December 14, 2023 (Page 7 of 253)

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 18 of 427)



Primary Objective 1: Evaluate baseline TNP use in the past 30 days.
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Primary Objective 1: Evaluate baseline intention to quit TNP based on the Motivation to Stop 
Scale (MTSS) and cigarette quitting behavior

Primary Objective 2: Evaluate baseline average number of days General Snus® pouches and 
cigarettes were used over the past 30 days.

Secondary Objective 1: Assess perceptions of absolute risk of certain health conditions (mouth 
cancer, heart disease and lung cancer) among General Snus® users attributed to using to 
using only General Snus® daily, smoking only cigarettes daily, dual use of General Snus® and 
cigarettes daily, and never having used any TNPs.

Secondary Objective 2: Assess baseline understanding of the risk reduction as described in 
the modified risk claim among General Snus® users, especially new users.
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Survey 
Design 

and
Testing

Baseline
Wave 1

Retrospective 
30-Day Recall 

Survey
(n=1500)

Wave 2

6 months 
year post 
Baseline

(n=1,200*)

Wave 3

1 yr post 
Baseline
(n 900*) 

Wave 4

2 yrs post 
Baseline
(n=540*)
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General 

General
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Primary Objective 1: Evaluate baseline TNP use in the past 30 days.

Primary Objective 1: Evaluate baseline intention to quit TNP based on the Motivation to Stop 
Scale (MTSS) and cigarette quitting behavior

Primary Objective 2: Evaluate baseline average number of days General Snus® pouches and 
cigarettes were used over the past 30 days.
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Secondary Objective 1: Assess perceptions of absolute risk of certain health conditions (mouth 
cancer, heart disease and lung cancer) among General Snus® users attributed to using to using 
only General Snus® daily, smoking only cigarettes daily, dual use of General Snus® and 
cigarettes daily, and never having used any TNPs.

Secondary Objective 2: Assess baseline understanding of the risk reduction as described in the 
modified risk claim among General Snus® users, especially new users.
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Primary Objective 1: Evaluate baseline TNP use in the past 30 days.
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Primary Objective 1: Evaluate baseline intention to quit TNP based on the Motivation to Stop 
Scale (MTSS) and cigarette quitting behavior
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Primary Objective 2: Evaluate baseline average number of days General Snus® pouches and 
cigarettes were used over the past 30 days.

Primary Objective 4: Compare the tendencies of General Snus® users to quit cigarettes or 
use General Snus® in an incremental fashion, in a supplemental fashion, or in complete 
substitution of cigarettes.

Attachment D - Response to CTP Correspondence dated December 14, 2023 (Page 64 of 253)

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 75 of 427)



Secondary Objective 1: Assess perceptions of absolute risk of certain health conditions 
(mouth cancer, heart disease and lung cancer) among General Snus® users attributed to 
using to using only General Snus® daily, smoking only cigarettes daily, dual use of General 
Snus® and cigarettes daily, and never having used any TNPs.

Secondary Objective 2: Assess baseline understanding of the risk reduction as described in 
the modified risk claim among General Snus® users, especially new users.
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Primary Objective 1: Evaluate TNP use in the past 30 days at Wave 2

Primary Objective 1: Evaluate cigarette quitting behavior at Wave 2

Primary Objective 2: Evaluate average number of days General Snus® pouches and cigarettes 
were used over the past 30 days at Wave 2
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Primary Objective 4: Compare the tendencies of General Snus® users to quit cigarettes or use 
General Snus® in an incremental fashion, in a supplemental fashion, or in complete 
substitution of cigarettes at Wave 2
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Secondary Objective 1: Assess perceptions of absolute risk of certain health conditions (mouth 
cancer, heart disease and lung cancer) among General Snus® users attributed to using to using 
only General Snus® daily, smoking only cigarettes daily, dual use of General Snus® and 
cigarettes daily, and never having used any TNPs at Wave 2.

Secondary Objective 2: Assess baseline understanding of the risk reduction as described in the 
modified risk claim among General Snus® users, especially new users at Wave 2.
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General

Understanding of the General Snus® Modified Risk Tobacco Product Claim
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APP819  Exempt.Determination  Effective Date: 6.03.20  Version: 1.2 

TYPE OF REVIEW – EXEMPTION FROM IRB REVIEW DETERMINATION 

Determination 
Date: June 17, 2020 

IRB ID:  

Protocol: General Snus® Patterns of Use Study 

Sponsor:   

Principal 
Investigator:  

 is in receipt of submission materials for the above-referenced study. 

Items Reviewed:
• Exemption or Non-Human Subjects Research Determination Request
• Protocol (Date: 15 June 2020)
• Baseline Questionnaire (June 16, 2020)
• Consumer Facing Materials
• Perks Login Process

Based on the information available to the  (or designee) has determined that: 

The above-listed study is exempt from IRB review pursuant to the terms of the U.S. Department of Health and Human Service's Policy 
for Protection of Human Research Subjects at 45 C.F.R. §46.104(d).  

 has determined that the following exemption category(ies) applies: 
• Category 2 Exemption (DHHS)

 exemption determination is based on the study-related information available to  as of the determination 
date listed above.  Should any changes be made to the study subsequent to , this determination is no 
longer applicable.  

As the project applicant you are responsible for following all policies of  as described in the Exemption or Non-Human 
Subjects Research Determination Request Submission Agreement which you accepted with project submission. It is your 
responsibility to ensure this project is conducted in accordance with applicable regulations (local, state and federal) as well as any 
requirements established by the IRB at the time of the review determination. Refer to the Investigator Handbook at 

 details of these responsibilities. 
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1. LIST OF ABBREVIATIONS AND DEFINITIONS 
 

Abbreviations Definition 
CTP Center for Tobacco Products 
FDA Food and Drug Administration 
FTP File Transfer Protocol 
HINTS Health Information National Trends Survey 
MRTP Modified Risk Tobacco Product 
MRTPA Modified Risk Tobacco Product Application 
MTSS Motivation To Stop Scale 
PATH Population Assessment of Tobacco and Health  
PMTA Premarket Tobacco Product Application 
SAP Statistical Analysis Plan 
SAS® Statistical Analysis System 
SMNA Swedish Match North America 
SMU Swedish Match USA, Inc.  
TNP Tobacco/Nicotine Product 
U.S. United States 
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2. RESPONSIBLE PARTIES 

2.1 Investigator and Contributors 

 
 
Investigator: 

 
 

  
 

 

2.1 Sponsor:  Swedish Match USA, Inc. 
Tryggve Ljung, PhD, Vice President, Scientific Affairs 
t  

 

 

3. STATISTICAL ANALYSIS PLAN (SAP) AMENDMENTS AND UPDATES 

 
Number Date Section of SAP Amendment or 

Update 
Reason 

     

…     
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a  “Tobacco/nicotine products” (TNP) refers to any combination of the following products: cigarettes, e-cigarettes, 

moist snuff, chewing tobacco, snus, nicotine pouches, cigars, cigarillos, and filtered cigars filled with tobacco, 
pipe tobacco, hookah and water pipe tobacco, and aids to help stop smoking. This list of tobacco/nicotine 
products defining TNP is based on the Population Assessment of Tobacco and Health. 
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6.4.2 Respondent Characteristics 
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SMU Swedish Match USA, Inc.  

TNP Tobacco/Nicotine Product(s) 

U.S. United States 

 
 

 

 

 

 

 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 391 of 427)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

Status: Version 4.00, June 15,2020                                        5 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

                     

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 392 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 393 of 427)

(b) (4)



Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 394 of 427)

(b) (4)



Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 395 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

Status: Version 4.00, June 15,2020                                        9 

 

 

 

 

 

 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 396 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

Status: Version 4.00, June 15,2020                                        10 

 

 

 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 397 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

Status: Version 4.00, June 15,2020                                        11 

 

 

 

 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 398 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

Status: Version 4.00, June 15,2020                                        12 

 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 399 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

Status: Version 4.00, June 15,2020                                        13 

 

 

 

 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 400 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

Status: Version 4.00, June 15,2020                                        14 

 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 401 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 402 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

Status: Version 4.00, June 15,2020                                        16 

 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 403 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 404 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 405 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 406 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 407 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

Status: Version 4.00, June 15,2020                                        22 

 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 409 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

Status: Version 4.00, June 15,2020                                        23 

 

9. REFERENCES  

1. U.S. Department of Health and Human Services, Food and Drug Administration, Center for 
Tobacco Products. Applications for Premarket Review of New Tobacco Products: Draft 
Guidance.  U.S. Department of Health and Human Services, Food and Drug Administration, 
Center for Tobacco Products; 2011 

2. 2010 US Census Regions and Divisions.  Available at: 
HTTPS://WWW2.CENSUS.GOV/GEO/PDFS/MAPS-
DATA/MAPS/REFERENCE/US_REGDIV.PDF 

3. Ministry of Health, Labour, and Welfare and Ministry of Education, Culture, Sports, Science and 
Technology. Ethical Guidelines for Medical and Health Research Involving Human Subjects. 
2015. 

4. United States Department of Health and Human Services. National Institutes of Health. National 
Institute on Drug Abuse, and United States Department of Health and Human Services. Food 
and Drug Administration. Center for Tobacco Products. Population Assessment of Tobacco and 
Health (PATH) Study. ICPSR36231-v13. Ann Arbor, MI: Inter-university Consortium for Political 
and Social Research, 2017-06-19.            Available at: 
HTTPS://DOI.ORG/10.3886/ICPSR36231.V13 

5. Booker et al. A systematic review of the effect of retention methods in population-based cohort 
studies.  BMC Public Health 2011, 11:249 

6. Teague et al. BMC Medical Research Methodology. Retention strategies in longitudinal cohort 
studies: a systematic review and meta analysis.  2018 18:151 

7. National Cancer Institute. Health Information National Trends Survey (HINTS) 2005 Survey 
Instrument. Accessed February 2018. Available at: HTTPS://HINTS.CANCER.GOV/VIEW-
QUESTIONS-TOPICS/QUESTION-DETAILS.ASPX?PK_CYCLE=1&QID=444 

 
 
 
 

 

 

 

 

 

 

 

 

 

 

 

 

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 410 of 427)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

Status: Version 4.00, June 15,2020                                        24 

 

  

Attachment E.5 - General Snus Patterns of Use Study_Study Protocol_v4.0_15JUN2020_Final

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 411 of 427)

(b) (4)



General Snus® Patterns of Use Study – Version 4.0  
Protocol SMU 19-01GENS 

Status: Version 4.00, June 15,2020                                        25 

 

INVESTIGATOR SIGNATURE 
I have read this protocol and agree that it contains all necessary details for carrying out this study. I will 
conduct the study as outlined herein and will complete the study within the time designated. 

I will provide copies of the protocol and all pertinent information to all individuals responsible to me who 
assist in the conduct of this study. I will discuss this material with them to ensure that they are fully informed 
regarding the conduct of the study and the obligations of confidentiality. 

Sponsor: 

Name (typed or 
printed): 

Tryggve Ljung 

Company: Swedish Match 

Signature: 

 

 Date:  

   (Day Month Year) 
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FORM FDA 4057  ( /2 ) 

Premarket Tobacco Product Application Amendment 
and General Correspondence Submission

(See Burden Statement on last page.)

The Applicant Identification section is comprised of three parts: Current Applicant Information; Request to Change 
Ownership; and the Addition, Update, Replacement, or Removal of information. Please provide the Applicant information 
most recently provided to the FDA under the heading: Subsection A: Current Applicant Information. Please provide the 
proposed new Applicant information under the heading: Subsection B: Request for Change in Ownership. The addition of 
other new information should be provided under the heading: Subsection C: Addition, Update, Replacement, or Removal of 
Applicant Identification Information or Point of Contact.

SECTION I – APPLICANT IDENTIFICATION 

Subsection A. 

Current Applicant Information (The person or organization (manufacturer/importer) seeking a marketing granted order for 
a new tobacco product)

Name of Applicant (Provide only either a person's name or an organization's name)

(e.g., Mr., Mrs., Dr.)

(e.g., Jr., III) (e.g., MD, Ph.D.)

Applicant Address and Contact Information

Current Contact Name (Optional, for use only if Applicant is an organization)

(e.g., Mr., Mrs., Dr.)

(e.g., Jr., III) (e.g., MD, Ph.D.)

(Include Country Code if applicable)

1/30/2024

Swedish Match USA Inc.

1021 E., Cary Street

Suite 1600 Richmond

VA USA 23219

Mr. Geard J. Roerty

Jr. Esg. VP, Gen Counsel & Sec

804-787-5100 gerry.roerty@swedishmatch.com
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Organization Name and Address Information (Optional, for use only if Applicant is an individual)

Subsection B. 

Request for Change in Ownership
Proposed New Applicant Information (Complete this section to change the current Applicant Information, the owner of the 
PMTA)

Name of Applicant (Provide only either a person's name or an organization's name)

(e.g., Mr., Mrs., Dr.)

(e.g., Jr., III) (e.g., MD, Ph.D.)

Applicant Address and Contact Information

(Include Country Code if applicable)

New Contact Name (Optional, for use only if Applicant is an organization)

(e.g., Mr., Mrs., Dr.)

(e.g., Jr., III) (e.g., MD, Ph.D.)

(Include Country Code if applicable)
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Organization Name and Address Information (Optional, for use only if Applicant is an individual)

Transfer Requests

Related Submissions: 

Subsection C. 

Addition, Update, Replacement, or Removal of Applicant Identification Information or Point of Contact (Optional)
Addition, Update, Replacement, or Removal of Applicant Identification Information
If "Add" or "Replace" (not allowed for Current Applicant Information; use Subsection B.) is selected, provide all demographic 
information for the new party. 
If "Update" is selected, provide only Person's Name and/or Organization's Name and the information which will replace 
previously submitted information. 
If "Remove" is selected, provide only the Person's Name and/or Organization's Name of the party to be removed.

(If "Update" is selected, FDA will update the Applicant Identification address or contact information that was 
previously submitted):
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Person's Name (Provide a person's name for Authorized Representative or U.S. Agent; optional for the Manufacturer)

(e.g., Mr., Mrs., Dr.)

(e.g., Jr., III) (e.g., MD, Ph.D.)

Address and Contact Information

(Include Country Code if applicable)

New Contact Name (Optional, for use only if Applicant is an organization; do not use in conjunction with Subsection B)

(e.g., Mr., Mrs., Dr.)

(e.g., Jr., III) (e.g., MD, Ph.D.)

(Include Country Code if applicable)

Organization Name and Address Information (Optional, use for the Applicant only if a person (do not use in conjunction 
with Subsection B); also may be used for Authorized Representative, or U.S. Agent)
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Addition, Update, or Removal of Point of Contact
If "Add" is selected, provide all demographic information for the new party. 
If "Update" is selected, provide only Company/Institution Name and the information which will replace previously submitted 
information. 
If "Remove" is selected, provide only the Company/Institution Name of the party to be removed.

(Other than Applicant)

(If "Update" is selected, FDA will update the Point of Contact address or contact information that was previously 
submitted):

Alternate Point of Contact Name

(e.g., Mr., Mrs., Dr.)

(e.g., Jr., III) (e.g., MD, Ph.D.)

Alternate Point of Contact Address and Contact Information

(Include Country Code if applicable)

SECTION II – TOBACCO PRODUCT INFORMATION

Unique Identification of Previously Submitted New Tobacco Product

(Note: Use this section to correct previously submitted information. This section is not intended to be used in place of 
submissions required for modifications for new tobacco products)

(This Subsection is optional and to be used only to change previously submitted information 
For individual tobacco products, fill in the Individual Tobacco Product sub-section below. 
For a co-packaged tobacco product, complete Section II for each new tobacco product included within the co-package. 
For grouped submissions complete a separate Section II for each tobacco product.)
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Individual Tobacco Product 
(Only the Previously Submitted New Tobacco Product Name is required. Provide other information only for updates to 
previously submitted information. Refer to Form 4057, Section VIII, Appendix B to select the appropriate Product Category 
and Subcategory or Tobacco Product Properties.)

(if applicable)

(Complete only if Category or Subcategory is different than previously submitted)

Tobacco Product Properties Needed to Uniquely Identify the Product 
(Update previously submitted Tobacco Product Properties Needed to Uniquely Identify Product by selecting Add, Update, or 
Remove and providing the Property Name. When updating properties provide both the previously submitted target value 
and the updated target value for the previously submitted new tobacco product.)

as provided above)

(Add, Update, Remove)

SECTION III – SUBMISSION INFORMATION
Type of Submission (Select only one)

(if selected, provide Subject of Correspondence)

(STN) 

(if applicable mm/dd/yy):

Amendment Response Type (Select one)

MROOO256.PD1-PD5, PD7-PD9

01/17/24
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Subject of Correspondence (Select all that apply)

Submission Summary (Required if instructed to "Describe" by a previous selection)

Purpose of Application (Check only one)

Cross-referenced Content 
(Optional, use this subsection to add new cross-referenced content, or update or remove previously submitted information)

Identify Cross-referenced Submission Types as one of the following: PMTA, Tobacco Product Master File, or Modified 
Risk Tobacco Product (MRTPA)

Solicited response to Deficiency Letter received January 17, 2024 for: General Snus FDA STNs: MR0000256.PD1-MR0000256.PD5, 
MR0000256.PD7-MR0000256.PD9.

MRTP MR0000256
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Related Submissions 
(List the FDA Submission Tracking Numbers (STNs) for all your previous requests for the new tobacco products (e.g., ITP, 
SE, MRTPA) where applicable)

Formal Meetings Held with FDA pertaining to this tobacco product 
(For each meeting, as needed, enter the submission STN and meeting held date.)

SECTION IV – AMENDMENT AND GENERAL CORRESPONDENCE CONTENTS
List all documents included in the PMTA Amendment, according to their respective subject area. 
(Refer to Form 40 7, Section IV - Application Contents for a representative list of content categories by subject area.)

MRTP MR0000256
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Scientific Content 
(Select the categories of Scientific Content provided by this Amendment)

(Describe the other content provided by this Amendment)

SECTION V – MANUFACTURING/PACKAGING/STERILIZATION SITE RELATING TO A SUBMISSION
(This section is optional. 
If "Add" is selected, provide all demographic information for the new site. 
If "Update" is selected, provide only Company/Institution Name and the information which will replace previously submitted 
information. 
If "Remove" is selected, provide only the Company/Institution Name of the site to be removed.)

(Include Country Code if applicable)

Solicited cross-referencing, including 2023 MRTP/PMTA Annual Report, post-market surveillance, environmental assessments
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Contact Name
(e.g., Mr., Mrs., Dr.)

(e.g., Jr., III) (e.g., MD, Ph.D.)

SECTION VI – CERTIFICATION STATEMENT

Select one of the following, then enter Name of Appliant (or person signing on behalf of the Applicant if Applicant is an 
organization), Authorized Representative, or U.S. Agent, and the name of the Applicant in the body of the statement.

(e.g., Jr., III)
Gerard J. Roerty Jr.

Swedish Match USA Inc.

Gerard J. Roerty, Jr. Digitally signed by Gerard J. Roerty, Jr. 
Date: 2024.01.30 13:44:02 -05'00' 1-30-2024
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APPENDIX 
INSTRUCTIONS FOR USE

Section I – Applicant Identification

Subsection A – Current Applicant Information

Subsection B – Request for Change in Ownership 21 CFR 1114.13

Subsection C – Addition, Update, or Removal of Applicant Identification Information or Point of Contact  
21 CFR 1114.9
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Section II – Tobacco Product Identification 21 CFR 1114.7(c)

Section III – Submission Information
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Section IV – Amendment and General Correspondence Contents

Section V – Manufacturing/Packaging Sites Relating to a Submission

Section VI – Certification Statement 21 CFR 1114.7(m)
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*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person 
is not required to respond to, a collection of 

information unless it displays a currently valid OMB 
number.”

Swedish Match 1 30 24 Response to FDA 1 17 24 Deficiency Letter for General Snus MRTP Renewal (Page 427 of 427)


