UNITED STATES FOOD AND DRUG ADMINISTRATION
FDA Adverse Event and Products Experience Reports; Electronic Submissions 
OMB Control Number 0910-0645

Non-Substantive Change Request for CTP Safety Reporting Portal Questionnaire
FDA’s Center for Tobacco Products (CTP) requests OMB approval of this change request under 0910-0645. The ICR package represents a non-substantive change to CTP’s Safety Reporting Portal (SRP) tobacco RQs (i.e., “Rational Questionnaires”: “TPR[footnoteRef:1]” or “Tobacco Product Report” and “TIR”[footnoteRef:2] or “Tobacco Investigator Report”). [1:  The TPR continues to be designed for consumers/concerned citizens (as anonymous guests or identified account holders), healthcare professionals (as anonymous guests or identified account holders) and manufacturers (as identified account holders). The 2018 version currently in the field is “TPRv3”. The proposed 2020 version is “TPRv4”.]  [2:  The TIR continues to be designed for researchers (as identified account holders). The 2018 version currently in the field is “TIRv2”. The proposed 2020 version is “TIRv3”.] 


Specific Aims of Updates to the Questionnaires Proposed to Launch in 2020:
· Identify duplicate reports to more than one entity by converting an existing optional question with free-text response to “Did you report this problem elsewhere?” if yes, asks where else the problem was reported with 9 options (select all that apply) (TPR & TIR). 
· Conditionally require reporting the number of affected users or nonusers when a health problem is reported (TPR & TIR)
· Capture the age of the affected person (previously optional, now required in TPR & TIR) due to the youth epidemic of tobacco product initiation. Two age units are added; unknown adult (age 18 years or older and unknown minor (under age 18 years) (TPR & TIR). 
· The requirement to report age is offset by deleting the optional question on Date of Birth.
· Optionally ask the body weight to align with MedWatch and to assist understanding of potential nicotine toxicities (TPR & TIR)
· Identify vulnerable populations affected, to comply with the minimum OMB disability data standard ( https://minorityhealth.hhs.gov/omh/browse.aspx?lvl=3&lvlid=53 )  as well as the general layout of the SRP questionnaire (adds one new questions on English language mastery in TPR in the Contact Information section and one revised question on specific pre-existing disabilities in TPR & TIR in the Problem Summary section)
· Move the location of one existing question about temporal association of the problem to the tobacco product use, to address order effects observed for all tobacco product types in both RQs. 
· Capture better identifying information for ENDS (“e-cigarettes”) in both RQs, their operating modes, post-market modifications and their companion e-liquid sources and contents to assist understanding of failure modes and potential contributors to reported health effects. There were previously 16 questions that touched on identifiers for the electronic device or the companion e-liquid. We propose now to host 21 device identifier questions (7 are unchanged, 2 are modified) and 15 e-liquid identifier questions. 
· The additional ENDS questions are offset by the deletion of 35 questions (from both RQs) about tobacco product parts, which have been replaced by a single question asking for a free-text identification of involved tobacco product parts.
· Convert three existing optional questions to required questions in the TIR: Seriousness, expectedness and relatedness of the event to the investigational tobacco product. The expectedness question is relocated and reworded to avoid a double negative in the response. The seriousness and relatedness question stems are reworded to make it clear that the responses should be from the Principal Investigator. The relatedness question is also relocated.
· Add optional questions to the “Tobacco Product Use Details” for all tobacco product types:
· How long has the affected person been using this type of tobacco product? (exists in TPRv3, now adding to TIR) to understand potential effects of switching product types
· How long has the affected person been using any type of tobacco product? (both RQs) to understand effects in initiators vs established users
· “Did the affected person follow the instructions for product use?” to assess human factors contributions to the reported AE (TPR)
· Provide an “unknown” and/or “other” option (with a free-text ability to explain a choice of “other”),  as appropriate, to most existing and new multiple choice lists of response values in both RQs since many reports are submitted by parents and other concerned citizens who may not have all desirable details about the affected person (TPR) and to accommodate research reporters who may have an incomplete set of information on subjects who are lost to follow-up (TIR)
· Pilot a mobile-friendly subset of the TPR questions for guest (not account-holding) submitters to begin to accommodate the growing migration from desktop to mobile device use and to inform future RQ revisions. (One unique required question asks if the submitter wants the full (not mobile formatted) or the subset TPR (mobile formatted) RQ.) In the mobile formatted TPR guest RQ, nearly all contact information and problem summary questions are presented, with few product identifier questions, the optional additional information type-in field, and at least one attachment is required that we hope will be a product image (vs. being optional in the full RQ – although the system will accept an image of anything which may or may  not be the desired product image). Note that it has always been possible to submit full reports on mobile devices, but to do so remains unwieldy because screens in the desktop platforms are not formatted for mobile devices.

Added or Revised Response Values to Existing Questions (not mentioned elsewhere):
· Existing required question (in both RQs) “Who was affected by this tobacco problem?” adds values of “Neither” and “Unknown” which displays to those who report a product problem only
· Add one response value to the seriousness question in the TPR Problem Summary section, “Other serious/important medical event” to align with MedWatch and to allow an appropriate seriousness designation for problems that require workup and monitoring but may not require admission or treatment initially (such as new onset of seizure) 
· Update labels to four Tobacco Product types (ENDS, Heated tobacco products, Waterpipe and Cigar) and an updated E-cigarette subtype list of values to reflect shifts in the consumer vernacular and increased scientific product knowledge. These lists are shown identically in two places in each RQ for internal consistency.  
· The existing optional question, “How was the tobacco product used?” adds 1 new and 2 revised response values for a new total of nine choices compared to the previous seven choices. (for all tobacco product types in both RQs)
· The existing optional question, “How was this product acquired?” (TPR only for all tobacco product types) has three new response values and two revised values for a new total of eight values compared to the previous six
· For the existing and new questions on tobacco product contents, when any product in either RQ is said to contain flavor(s) the multiple-choice list of flavors has been expanded from 9 choices to 18 choices to reflect research on this topic and consistent with CTP’s ENDS enforcement priorities recently in effect
· When the value “other” is selected to an existing required question, the free-text field for explaining “other” is also required
·  Conditionally requires two free-text explanations if the DSMB and IRB were not notified of the event for an “other” reason in the TIR
· Conditionally adds two required questions to both RQs to explain the “other” product problem if applicable and to explain the “Other” tobacco product type when applicable.

Deleted Questions and Response Values Specifically Decreasing Public Burden (in addition to deletions mentioned above):
· Removing the optional question: “Where is the tobacco product now?” for all tobacco product types in the TPR and its counterpart “Does the investigator still have access to the study product?” in the TIR
· Removing the question asking for a free-text explanation of the dates/times of study tobacco product administration relative to the problem in the TIR
· Deleting the MedDRA lower level term “other” from the list of available terms from both RQs
· Tobacco Product Use Details Section deletions for all tobacco product types in both RQs
· “Describe what substances are being mixed in with the tobacco product” for all tobacco product types in both RQs.
· “Did the problem occur with first time use of the study tobacco product” for all tobacco product types in the TIR.

Functional Enhancements to Both RQs to Facilitate the Submitter’s Experience:
· Improved instructional and informational content in both RQs
· The existing optional question on manufacturer name (Tobacco Products in TPR or Study Tobacco Products in TIR sections) now has response values selectable from CTP’s registration and listing manufacturer’s database (this will show both active and inactive manufacturers) to facilitate easy and accurate selection 
· The existing optional question on UL certification for electronic tobacco product types now shows an image of the UL symbol to educate and assist recognition (TPR & TIR)
· The existing linked document (for optional viewing) illustrating and defining tobacco product types, bears updated images and descriptors (TPR & TIR) (See the enclosed “Product Type Images Desc for TPRv4_TIRv3 marked up.docx”). 
· Researchers have the ability to designate the version of MedDRA terms they use to accommodate the typical practice of version freezing for long-term studies (TIR)
· A new character count-down tool alerts the user to how many characters a free-text field can accept and when they are nearing the limit, to decrease error message experiences (TPR & TIR)

Numbers of Required Questions within the Voluntary Reports to Each RQ:
· Four questions continue to be required at the SRP level to navigate to the correct RQ out of the ~ 10 RQs hosted by FDA and NIH– this is outside of CTP’s direct control.
· A health problem report can be submitted by answering as few as nine questions inside the TPR for most tobacco product types.
· A report of both a health and a product problem for the ENDS tobacco product type, can be submitted by answering as few as 13 questions inside the TPR (three are new).
· To submit a report to the TIR, eight research-specific questions are required (three are new) in addition to the 9 or 13 from the above TPR examples (for totals of 17 or 21). 
[bookmark: _GoBack]
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The live 2018 versions of both RQs (TPR and TIR) can be accessed at https://www.safetyreporting.hhs.gov .
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Welcome Guest

Name: Tobacco Product
Report
(Manufacturer,
Concerned
Citizen or
Healthcare
Professional)

ID: 282707 (1)

Created: 04/09/2020

O Report Information

O Contact Information

O Problem Summary

O Tobacco Products

O Other Tobacco
Products Used

O Additional
Information

O Attachments
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Safety Reporting Portal

Safety Reporting Portal

HOME FAQS RELATED LINKS CONTACTUS FEEDBACK HELP EN ESPANOL

=l

Introduction

* =Required Field
Who can report by using this SRP path?
¢ People who use tobacco products
¢ People affected by someone else's tobacco use
e Concerned members of the public
¢ Healthcare workers

« Companies involved in making, shipping, and selling tobacco products

How do I use this SRP path to submit a report?

When possible, please submit a separate report for each affected person. After this page, you can fill in the rest of the pages
of the report in any order. The system will only accept a report if you fill in all fields marked: *. The system will save your
entries when you click the "Next" button on each page. If you cannot finish the report in one sitting, you can save it and finish
it later if you set up an account.

What happens when I submit a report?

FDA staff will review your report. FDA may contact you if we need more information and if you give us a way to reach you,
but most reporters will not hear back from FDA. You will not get health advice or health care from FDA - please call or
see your local doctor or clinic if needed.

Once the report is submitted, Guest users will see a report key which will be needed in order to change a report. Account
holders can log into their account to change a report. See the HHS Privacy Policy Notice to learn more about how we guard
your privacy and when we share reports.

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3 1/2
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Red arrows indicate content marked for deletion
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Number:

OMB 6/30/2022
Expiration
Date:

OMB Burden Statement

Safety Reporting Portal

Some reports are posted for public viewing after removing personal and confidential information (see FOIA reading room). See
also Tobacco Product Problem Reports for information from reports submitted in 2017 and later.

Please note: This report is not considered an admission that a product caused or contributed to the event. This report shall
be considered to be a report under section 756 of the Food, Drug, and Cosmetic Act [21 U.S.C. 379v].

Issues to report elsewhere:

Tobacco Related Issues

Potential tobacco-related violation of the Food, Drug and
Cosmetic Act and associated regulations

Human health problem or product problem with a product
that claims to help with quitting tobacco

Animal health problem-effect of tobacco product on an
animal

Comment about a proposed regulation

Complaint about CTP, an existing tobacco law (final
regulation), or the government

Information to share about tobacco products that is not
related to a health or product problem

Other question or concern related to tobacco products

Exit | Submit Report

Where to Report
https://www.accessdata.fda.gov/scripts/ptvr/index.cfm

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm
?action=reporting.home

https://www.fda.gov/animalveterinary/safetyhealth/reportap
roblem/ucm055305.htm

www.regulations.gov
CTPOmbudsman@fda.hhs.gov

Contact the product's manufacturer or email
AskCTP@fda.hhs.gov or 1-877-CTP-1373

AskCTP@fda.hhs.gov or 1-877-CTP-1373

Next >

PRIVACY POLICY | FREEDOM OF INFORMATION ACT | ACCESSIBILITY | DISCLAIMER

[Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is subject to criminal penalties.]

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3
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Welcome Guest HOME FAQS RELATED LINKS CONTACTUS FEEDBACK HELP EN ESPANOL

Name: Tobacco Product
Report
(Manufacturer,
Concerned
Citizen or * =Required Field
Healthcare
Professional)

Report Information

ID: 282707 (1) Report Information
Created: 04/09/2020
* Create a name to help you find this report in the test report for OMB submission
m Introduction future (max length: 50 characters)
¥ What type of report are you submitting? & Health Problem associated with a tobacco product (not

. associated with a product problem or defect)

Product Problem or Defect (not associated with a health
problem)

O Contact Information

O Problem Summary ® Both (health problem that is also associated with a
product problem or defect)

O Tobacco Products

O Other Tobacco
Products Used

Did you report this problem somewhere else (outside ® Yes No @
SRP)?

Describe who the problem was reported to
O Additional
Information

O Attachments

OMB Approval 0910-0645 g
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If yes to "Did you report this problem somewhere else?, a revised question displays (replaces the existing "Describe who the problem was reported to): "Where else did you report this problem?" with response values (check all that apply):
Product manufacturer, 
Product part manufacturer,
 Retailer, 
MedWatch, 
Consumer Product Safety Commission, 
Poison Control Center, 
Better Business Bureau,
 Other.
If other: a pop-up free text box asks "Describe other place you reported this problem"
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Safety Reporting Portal
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Welcome Guest HOME FAQS RELATED LINKS CONTACTUS FEEDBACK HELP EN ESPANOL
Name: Tobacco Product

Report =

(Manufacturer, Contact Information

Concerned

Citizen or * =Required Field

Healthcare

Professional) Please note: Your contact information will be used by the FDA only in reference to this report, and in accordance with the
ID: 282707 (1) Department of Health and Human Services privacy policy. There is a link to this policy on the bottom of this page for your

' reference.

Created: 04/09/2020
For registered users, this section is pre-filled from your registered account. Changes made in this section are for this report

m Introduction only, and will not change the information on the My Account page.

m Report Information Your Contact Information
u First Name
O Problem Summary Last Name
Did you report the problem to the manufacturer? ® Yes No

O Tobacco Products

Email
(If prefilled, changing this email address will not
change your Login email ID)

O Other Tobacco
Products Used

o Additional Confirm Email
fnformation Country Please select v
O Attachments Phone

Street Address Line 1
OMB Approval 0910-0645

Street Address Line 2

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3 1/2
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Number: City/Town

OMB 6/30/2022 State Please select \4
Expiration

Date: ZIP/Postal Code

OMB Burden Statement *Sender Category Consumer/Concerned Citizen (FdaTPR) v

Organization Name

Job Title
Consumer/Concerned Citizen Type (select all that Consumer
apply)
Concerned citizen
Retailer
Importer
Distributor
Wholesaler
Supplier
¥| Other
Describe other consumer/concerned citizen type
Are you the person who experienced health problems Yes ‘® No
associated with a tobacco product?
Describe your relationship to the person who
@;erienced the health problem
Exit | Submit Report < Back || Next >

PRIVACY POLICY | FREEDOM OF INFORMATION ACT | ACCESSIBILITY | DISCLAIMER

[Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is subject to criminal penalties.]

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3 2/2
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New question per OMB disability data standard for TPR only (not TIR)
 How well do you speak English? 
Response values: 
Very well, 
Well, 
Not well,  
Not at all
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Welcome Guest HOME FAQS RELATED LINKS CONTACTUS FEEDBACK HELP EN ESPANOL

Name: Tobacco Product
Report
(Manufacturer,
Concerned
Citizen or * =Required Field
Healthcare
Professional)

Problem Summary

ID: 282707 (1) Affected Person

Created: 04/09/2020
*Who was affected by this tobacco problem? (Select

[ )

m Introduction one) (Please submit a separate report for each User(s) Nonuser(s) Both

affected person, if possible.) @
m Report Information How many users were affected? 7]
m Contact Information @Iow many nonusers were affected? @

Gender
@ Male Female ® Other
O Tobacco Products Pregnant

Yes No Unknown

O Other Tobacco
Products Used

Ethnicity

Hispanic or Latino

O Additional

. Not Hispanic or Latino
Information

Unknown
O Attachments

Race (Select all that apply) American Indian or Alaskan Native
OMB Approval 0910-0645

Asian

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3 1/6
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If reporting a product problem without a health problem, values of  "Neither" and "Unknown" are also available.
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Sticky Note

Number of users and number of nonusers affected will become required questions as applicable to the response to "Who was affected by this tobacco problem?"
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New instructional text inserted after the question on number of nonusers.

"The rest of the questions ask information about one affected person. Please clearly state in the problem description type-in question if the affected person
was a user or a nonuser. Use the Additional Information section to briefly describe the other affected persons if needed. However, we encourage that you
submit a full (separate) report for each affected person if possible."
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Number: Black or African American
OMB 6/30/2022 Native Hawaiian or Other Pacific Islander
Expiration
Date: White
OMB Burden Statement Unknown
@ Birth date of the person who experienced the problem M
> @
@ For the following field, enter a number in the first field, followed by a Unit of Age from the dropdown field. If the affected
person was an unborn child, select "unborn child" from the Unit of Age field, and leave the number field blank.
When a Unit of Age other than "unborn child" is selected, a number must be entered in the number field. If no number is
entered for age, then the Unit of Age field must also be empty or "unborn child" should be selected.
Ageof the person when the problem occurred Select Unit of Age v
Please list any known pre-existing health problems for the affected person
o

Medications and Supplements

Please list the prescription medications, over-the-counter medications, vitamins, and/or supplements taken
around the time of the health problem.

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3 2/6
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Delete Date of  Birth question
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Sticky Note

Age of the person will become a required question.
Current units of age retained:
Year(s), Month(s), Week(s), Day(s), Unborn child

Adding units of age:
Unknown adult (age 18 years or older)
Unknown minor (under age 18 years)
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New question for all ages other than unborn child (to align with MedWatch and to understand potential nicotine toxicities).
Affected person's body weight. Response is a free-text number with selectable units of weight in pounds or kilograms
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Sticky Note

Replace the existing instructional text about the age field.

"For the age question below: If the affected person was an unborn child, or of unknown exact age, leave the number field blank and select the value that
applies from the "Unit of Age" drop-down list (Unknown adult or Unknown minor or Unborn child).
Otherwise, enter a whole number for the age and select the age units from the drop-down list.
Note: Unit of Age is required."
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Problem Description

Problem Start Date & ™
Problem End Date & ™

* Please describe the health problem or product problem. The Attachments page will accept uploads of any
records, pictures, or other information.

g

* Product Problem Type (select all that apply)

Appearance or look issue Child safety hazard
Smell issue Hard to open
Taste issue Hard to use

Damaged, broken, or defective

Leaked
product
Damaged, broken or defective Spilled
part
Damaged, broken or defective Overheated
accessory
Damaged, broken or defective Exploded
package
Label issue Caught on fire when it wasn't supposed to
Instruction issue Burned abnormally after being lit

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3 3/6
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Wrong number of items in Product failed or did not work correctly (not involving overheating, fire, explosion
package or abnormal burning)

Wrong product in package Foreign material (something in the product that does not belong)
¥| Other

@Describe the other product problem

%‘:

In what setting(s) did this problem occur?
(select all that apply)

One person using one or more product(s)

Two or more people sharing the use of one or more product(s)

In the place where I live

Public indoor location (office, store, mall, restaurant, bar, school, sports arena)
Public outdoor location (park, stadium, hiking trail)

Near medical oxygen

Moving car

Describe the other setting

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3

Parked car

Bus/subway/train

Airplane/helicopter

Boat

Unknown

¥ Other

4/6
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The free-text "Describe the other product problem" is to become conditionally required to assure the product problem is identified.
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w

*What are the main symptoms or health problems?

Term describing the health problem

¢ Cough

Add | Edit | Delete << Page 1of1

@ Do any of these apply to the health problem? (Select Death

one or more)
Lasting disability or other permanent health problem

Life threatening

Adverse pregnancy outcome including birth defects
Hospitalization (overnight or longer)

Needed treatment to prevent permanent harm

None of the above

Treatment Received (select all that apply) None

Healthcare Professional Visit
Self-Treated
Emergency Room Visit Without Hospital Admission

¥ Other

Please describe treatment the person received, including results of any tests (such as x-rays, lab results, or blood
work). The Attachments page will accept uploads of any records, pictures, or other information.

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3 5/6
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To this seriousness question we add the selectable value "Other serious/important medical event" to align with MedWatch.
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&

How long did the health problem last (if resolved), or

Select Unit of Time v
(if ongoing) how long has it lasted so far?

What is the current status of the health problem? Please select

Exit | Submit Report < Back || Next >

PRIVACY POLICY | FREEDOM OF INFORMATION ACT | ACCESSIBILITY | DISCLAIMER

[Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is subject to criminal penalties.]

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3 6/6
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Tobacco Product Details

Enter information about a single tobacco product that may have caused the problem. When you have completed
and saved this section, you can click the "Add" button in the Tobacco Product(s) table to add information about any
additional products that may have caused the health or product problem.

®l

Information and pictures to assist in identifying tobacco products can be found here

*Tobacco Product Type

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3

Cigarette
Roll-your-own cigarette
Bidis, Cloves, Herbal Cigarettes with tobacco

Electronic cigarette, electronic nicotine or
vaping product(E-cigarette, e-cigars, e-hookahs, e-
pipes, vape pens, hookah pens, and personal
vaporizers; E-liquids, e-juice or vape juice)

Tobacco Heating System (heats tobacco leaf not

[
Waterpipe (also known as hookah, narghile, shisha,

.
Cigar (large or premium)

Small Cigar, Little Cigar or Cigarillo

Pipe or pipe tobacco

Snuff (dry or moist for use in nose or mouth)

Snus (pouches or loose)

Chewing tobacco (loose leaf chew, plug, twist/roll)
Gutka (or Gutkha), Betel Quid with Tobacco

Mixture of tobacco with spices, herbs, nuts, fruit,
plant leaves, etc. (used for chewing)

Dissolvable (for example, strips, sticks, orbs)
Nicotine Lotions or Gels (applied to the skin)

Tobacco Powder, gel or paste applied to the
teeth, gums, or mouth

) otter

1/5
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Sticky Note

 No matter which tobacco product type is selected, all reporters to both RQs see the revised labels for the Tobacco products types Electronic cigarette..., Tobacco Heating System, Waterpipe and Cigar.
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Sticky Note

Change to Tobacco Heating System label to show as "Heated Tobacco Product (also known as "Heat not Burn"; heats dry or moist tobacco)"



SFR

Sticky Note

Change to Waterpipe label to show as "“Waterpipe (also known as hookah, narghile, or goza); Uses tobacco or shisha”
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Sticky Note

Change to cigar label to show as "Cigar (large)"
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Sticky Note

As in the previous release, If the value "other" is selected an associated question "Description of other study tobacco product type"" is displayed with a free-text response. This associated question is now to be conditionally required.  
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Sticky Note

The optional instructional images and descriptors for tobacco product types are the same no matter from where the are linked in the RQs.
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Changing the product type may cause selected product part types to be deleted.

Tobacco Product Subtype

Select all that apply to the electronic cigarette,
electronic nicotine or vaping product (including
electronic waterpipe)

Select all that apply to the e-liquid, e-juice or vape
juice for your electronic cigarette, electronic
nicotine or vaping product

Does the e-liquid, e-juice or vape juice contain any
of the following? (select all that apply)

Describe other e-liquid ingredients

What type(s) of flavor(s) does the e-liquid contain?
(select all that apply)

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3

E-cigarette, vape pen (or vaporizing pen), hookah per ¥

Disposable (non-refillable) product
Rechargeable product
Uses prefilled cartridge, cart, cartomizers or carto.

Uses refillable cartridge, cart, cartomizers or carto

(that are filled by the user)

Uses a tank or tank system

Modified: the original product was modified
Power (watts) can be changed or adjusted
Voltage can be changed or adjusted

Button activated

Puff/flow activated

Purchased in a non-refillable disposable cartridge

Purchased for use in a capsule, tank or refillable

cartridge

Mixed in a shop or on-line per request or "to order"

Mixed or modified by the user

Nicotine
Coloring Agents
Flavor(s)
Glycerin
Propylene Glycol
Water

Other

Tobacco @

Menthol

Mint (such as wintergreen or spearmint)

2/5
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Sticky Note

"NOTE For all non-ENDS Tobacco product types  this section of product identifying questions will remain unchanged from those in the previous release, except as marked.

If the product type ENDS is selected a revised set of questions is presented as in "Revised ENDS Qs for TPRv4 and TIRv3.pdf". For ENDS products resume review within this document in the middle of p. 15 with the Tobacco Product Use Details" section that applies to all Tobacco Product Types.
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Sticky Note

For products said to contain flavors, the revised list of flavors will display for all tobacco product types:
Tobacco 
Cinnamon
Cocoa
Licorice
Mint 
Menthol
Peppermint 
Vanilla
Fruit
Chocolate 
Candy, desserts, or other sweets
An alcoholic drink (such as wine, cognac, margarita, or other cocktails)
Coffee/tea
Other beverages (such as soda or energy drinks)
Clove or spice
Nuts
Unknown
Other

If “Other is selected”  a free text box shows asking to explain "other".
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Safety Reporting Portal
Clove or Spice
Fruit
Candy or Chocolate
Alcoholic Drink
Combination/Mixture of Flavors

Other

Was the e-liquid dripped on to the atomizer or

heating element? Yes No Unknown

* Full Tobacco Product Name, including Brand and Sub-Brand (if unknown, please enter "unknown")

ABS

E

When did the person purchase this product? 7]

UNIVERSAL PRODUCT CODE (UPC) from Label &

Does the involved product device or package bear

the "UL" symbol? =] Yes No Don't Know

Any other identifying tobacco product codes (for example, SKU, item/catalog number, manufacturing
date/batch code)

45
What is the country of manufacture of the tobacco Please select
product? &

Where is the tobacco product now? Please select
How was this product acquired? @ Other

If other, please describe

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3
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Sticky Note

New list of values for "How was this product acquired?"

Old values: 
In a store
Online order
Phone order
From a friend
Vending machine
Other
If other, please describe with free-text response

In a lounge or cafe to use on site 
In a store or shop to take home
Ordered online or by internet
Ordered by phone
From a friend
From a vending machine
Unknown
Other
If Other, Describe other way this product was acquired in free text.
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Sticky Note

Delete the question "Where is the tobacco product now?"



SFR

Line
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Do you know where the product was purchased? Yes No

Manufacturer Name |Other

Tobacco Product Manufacturer Information

Manufacturer Name (Other)

Country Please select v
Phone

Street Address Line 1

Street Address Line 2

City/Town

State Please select v
ZIP/Postal Code

Web Address

Email Address

Tobacco Product Use Details

=l

How was the tobacco product used? Inhaled (smoked or vaped)

Puffed (not inhaled)

Placed, rubbed, or swished in mouth
Placed or sniffed/snorted in nose
Swallowed

Rubbed onto or applied to the skin

¥ Other
Describe other way the tobacco product was used
On average, how often is this tobacco product used’.@ease select \4
@ Are other substances being mixed in with the v N K
tobacco product when used? es 0 Unknown
@ Did the problem occur with first time use of the Yes No

tobacco product?

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3 4/5
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Sticky Note

Change to list of values for "On average, how often is this tobacco product used?
Retain current values:
Every day
Some Days
Rarely

Add the value
Unknown



SFR

Sticky Note

Edits and additions to the list of values will appear for all tobacco product types (select all that apply):
Inhaled (smoked or vaped)
Puffed (not inhaled)
Placed in the mouth (held or parked for a period of time)
Rubbed or swished in the mouth
Placed or sniffed/snorted in the nose
Swallowed
Rubbed onto or applied to the skin
Used a portion of someone else's tobacco product
Other




SFR

Sticky Note

Delete the first time use question



SFR

Sticky Note

Delete the question about other substances being mixed in



SFR

Line



SFR

Line
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How long has the person been using this type of
tobacco product?

[low soon after the tobacco product was last used
id the problem occur?

How long has the person been using this particular

[J brand or label?
Did the person continue to use this tobacco product
after the problem occurred?

Did this same or similar problem happen again after
repeat use of the tobacco product?

Did the person change the product in any way
before using it (for example, removing a filter from
2 cigarette)?

=

Yes

Yes

Yes

No

Select Unit of Measure

Select Unit of Measure

Select Unit of Measure

Unknown

N/A - Person did not restart use

No

Unknown

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3
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Sticky Note

Move this question to show as the second question in the Tobacco Product Use Details section to address observed order effects.
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Sticky Note

New question, "Did the affected person follow the instructions for product use?
Response values (select one):
Yes, in full
Yes, in part
No
Unknown



SFR

Sticky Note

New question: "How long has the person been using any type of tobacco product?"
Response values of 
Second(s)
Minute(s)
Hour(s)
Day(s)
Week(s)
Month(s)
Year(s)
Unknown
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Tobacco Product Part(s) for Electronic cigarette, electronic nicotine or vaping product(E-

cigarette, e-cigars, e-hookahs, e-pipes, vape pens, hookah pens, and personal vaporizers; E-

liquids, e-juice or vape juice)

Information and pictures to assist in identifying tobacco products can be found here

Tobacco Product Part Type Other v

Description of Other Tobacco Product Part Type

Full Tobacco Product Part Name, including Brand
and Sub-Brand (if unknown, please enter
"unknown™)

When was this tobacco product part purchased or i)
acquired? @

UNIVERSAL PRODUCT CODE (UPC) from Label &

Any other identifying tobacco product part
codes(e.g. SKU, item/catalog number)

What is the country of manufacture of the tobacco Please select v
product part?

Where is the tobacco product part now? Please select \

Tobacco Product Part Purchase Location

How was this tobacco product part acquired? Other A

Describe other acquisition source for the tobacco
product part

Purchase Location Name

Country Please select v

Phone

Street Address Line 1

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3

172



SFR

Sticky Note

In both RQs this section of 35 questions on Tobacco Product Parts has been deleted and replaced by a single question asking for a free-text description of anything known about the involved Tobacco Product parts.



SFR

Line



SFR

Line
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Street Address Line 2

City/Town

State Please select v
ZIP/Postal Code

Web Address

Email Address

Do you know who manufactured this tobacco ' Yes ' No

product part?

| Save | Cancel 7

https://lwww.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3 2/2
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Other Tobacco Products Used Details @

Information and pictures to assist in identifying tobacco products can be found here

Tobacco Product Type Cigarette

Roll-your-own cigarette
Bidis, Cloves, Herbal Cigarettes with tobacco

@ ® Electronic cigarette, electronic nicotine or
vaping product(E-cigarette, e-cigars, e-hookahs, e-
pipes, vape pens, hookah pens, and personal
vaporizers; E-liquids, e-juice or vape juice)

Tobacco Heating System (heats tobacco leaf not
liquid)

Waterpipe (also known as hookah, narghile, shisha,
or goza)

Cigar (large or premium)

Small Cigar, Little Cigar or Cigarillo

Pipe or pipe tobacco

Snuff (dry or moist for use in nose or mouth)

Snus (pouches or loose)

Chewing tobacco (loose leaf chew, plug, twist/roll)
Gutka (or Gutkha), Betel Quid with Tobacco

Mixture of tobacco with spices, herbs, nuts, fruit,
plant leaves, etc. (used for chewing)

Dissolvable (for example, strips, sticks, orbs)
Nicotine Lotions or Gels (applied to the skin)

Tobacco Powder, gel or paste applied to the
teeth, gums, or mouth

Other

Tobacco Product Subtype Other M @

Description of other tobacco product subtype

https://www.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=97ab5515-7138-4fc1-9061-789e365977b5# 1/2



SFR

Sticky Note

The optional instructional link is changed in the same way throughtout both RQs.
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Sticky Note

The four Tobacco Product Type labels for Electronic cigarette..., Tobacco Heating System, Waterpipe and Cigar are changed here in the same way they are changed in the Tobacco Products Section Above for the main accused tobacco product for internal consistency in the RQ.



SFR

Sticky Note

The subtype list of values will be updated here as it is in the Tobacco Products Section above for internal consistency in the RQ.
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Full Tobacco Product Name including Brand and Sub-Brand (if unknown, please enter "unknown")

l@c

Is the tobacco product currently being used? ® Yes (within the past 30 days)
' No (more than 30 days ago)

How is the tobacco product used? @ | Inhaled (smoked or vaped)

! Puffed (not inhaled)

' Placed, rubbed, or swished in mouth
! Placed or sniffed/snorted in nose

' Swallowed

' Rubbed onto or applied to the skin

| Other

Describe how the tobacco product is used

On average, how often is the tobacco product used? | Rarely \4 @

| Save || Cancel |

https://www.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=97ab5515-7138-4fc1-9061-789e365977b5# 2/2
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Sticky Note

The selectable values for "How is the tobacco product used?" will be the same here as in the section above for internal consistency.



SFR

Sticky Note

As in the main tobacco product section above, we add the response value "unknown" to the others for the question on frequency of use of the other tobacco product(s).
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Safety Reporting Portal

Welcome Guest HOME FAQS RELATED LINKS CONTACTUS FEEDBACK HELP EN ESPANOL

Name: Tobacco Product
Report
(Manufacturer,
Concerned
Citizen or
Healthcare
Professional)

Additional Information

Please describe anything else you think the FDA should know about this problem. Attachments may be added on
the next page.

ID: 282707 (1)
Created: 04/09/2020

E Introduction
) .
m Report Information
B Contact Information Exit || Submit Report | < Back || Next >
@ Problem Summary

m Tobacco Products

m Other Tobacco
Products Used

O Attachments

OMB Approval 0910-0645

https://www.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3# 1/2
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I
~- | a}\ M Safety Reporting Portal

Welcome Guest HOME FAQS RELATED LINKS CONTACTUS FEEDBACK HELP EN ESPANOL

Name: Tobacco Product
Report
(Manufacturer,
Concerned
Citizen or * =Required Field
Healthcare
Professional) Please attach pictures of the product and any other supporting documentation. You may upload up to 5 (10 MB each)

attachments per submission. The following file extensions are permitted:

.doc,.docx,.pdf,.bmp,.gif,.jpg, .jpeg, .png,.tif, .tiff, .txt, .rtf, . xls, .xIsx, .wpd

Attachments

ID: 282707 (1)

Created: 04/09/2020
Audio and video files cannot be uploaded.

m Introduction

m Report Information File Name Type Description

Click on the Add button to add an item

H Contact Information

@ Problem Summary
® Tobacco Products Exit || Submit Report | < Back

m Other Tobacco
Products Used

m Additional
Information

OMB Approval 0910-0645

https://www.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3# 1/2
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Attach File

NOTE: when specifying files to attach to the report, the following restrictions apply:

1. the file path, including file name and folders, may not exceed 250 characters;
2. the file name may not exceed 217 characters.

X File to attach ‘ ‘ Browse

Description of Attachment

*¥Type of Attachment Please select v

‘ Save | Cancel

https://www.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=bdd0b622-d9e0-4a67-890d-0344aa0989b3# 112
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CTP SRP Proxy TIRv2 marked up.pdf
4/13/2020 Safety Reporting Portal

Safety Reporting Portal

Welcome S. Rudy @ HOME FAQS RELATED LINKS CONTACTUS FEEDBACK HELP LOGOUT EN ESPANOL
Name: Tobacco
Investigator's =
Report Introduction
Created by:
Susan Rudy * =Required Field
ID: FPSR19804 (1) Who can report using this tobacco researcher pathway?
Created: 04/10/2020 This pathway is for use by anyone involved in clinical studies using investigational, legally marketed, or other products made
or derived from tobacco.
|

E Contact Information
@ Problem Summary
d Research Summary

@ Study Tobacco
Products

O Other Tobacco
Products Used

O Additional
Information

E Attachments
My Report History

0910-0645

Who may not report using the tobacco researcher pathway?
Research participants or subjects should report issues to the research team or their oversight committee. Contact information
should be in your consent form.

How do I use this SRP path to submit a report?

When possible, please submit a separate report for each affected person. After this page, you can fill in the rest of the pages
of the report in any order. The system will only accept a report if you fill in all fields marked: *. The system will save your
entries when you click the "Next" button on each page. If you cannot finish the report in one sitting, you can save it and finish
it later if you set up an account.

What happens when I submit a report?

FDA staff will review your report. FDA may contact you if we need more information and if you give us a way to reach you,
but most reporters will not hear back from FDA. You will not get health advice or health care from FDA - please call or
see your local doctor or clinic if needed.

Log into your account to change or cancel a report. See the HHS Privacy Policy Notice to learn more about how we guard your
privacy and when we share reports. Researchers' reports and data are NOT posted for public viewing (See the CTP FOIA
Electronic Reading Room and the Tobacco Product Problem Reports webpages.)

Please note: This report is not considered an admission that a product caused or contributed to the event. This report shall
be considered to be a report under section 756 of the Food, Drug, and Cosmetic Act [21 U.S.C. 379v].

What Not to Report using this Safety Reporting Portal (SRP) pathway:
1. Comments, concerns, advice, or questions to FDA - see the FDA or CTP home pages for contacts. Contact CTP by email at

https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=5d9c8249-dce9-4d09-bb85-b75973a1f4cc 1/3
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Sticky Note

Red arrows indicate content for deletion.
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OMB Approval AskCTP@fda.hhs.gov or phone at 301-796-9200 or toll-free phone at 1-877-287-1373.

Number: 2. Potential tobacco-related violations of the Food, Drug, and Cosmetic Act and associated regulations, including but not
limited to unlawful sales of tobacco products, counterfeit tobacco products, product tampering, or false ads - Report these to

0M|_3 . 6/30/2022 CTP's Potential Tobacco Product Violations Reporting (PTVR) website at:

ED):t);r.atlon https://www.accessdata.fda.gov/scripts/ptvr/index.cfm.

OMB Burden Statement .
Report Information

* Create a name to help you find this report in the OMB Package Screen Prints
future (max length: 50 characters)

*What type of report are you submitting? & Health Problem associated with a tobacco product (not

associated with a product problem or defect)

Product Problem or Defect (not associated with a health
problem)

® Both (health problem that is also associated with a
product problem or defect)

Did you report this problem somewhere else? Yes '® No @
Save Draft || Exit || Submit Report Next >

PRIVACY POLICY | FREEDOM OF INFORMATION ACT | ACCESSIBILITY | DISCLAIMER

[Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is subject to criminal penalties.]

https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=5d9c8249-dce9-4d09-bb85-b75973a1f4cc 2/2
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Sticky Note

If yes, to "Did you report this problem somewhere else?, a revised question displays (replaces the existing "Describe who the problem was reported to): "Where else did you report this problem?" with response values (check all that apply) 
Product manufacturer, 
Product part manufacturer,
 Retailer, 
MedWatch, 
Consumer Product Safety Commission, 
Poison Control Center, 
Better Business Bureau,
 Other.
If other: a pop-up free text box asks "Describe other place you reported this problem"
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Safety Reporting Portal

Welcome S. Rudy HOME FAQS RELATED LINKS CONTACTUS FEEDBACK HELP LOGOUT EN ESPANOL

|

Name: Tobacco Product
Report
(Research
Study)
Created by: * =Required Field
Susan Rudy

Contact Information @

Please note: Your contact information will be used by the FDA only in reference to this report, and in accordance with the
Department of Health and Human Services privacy policy. There is a link to this policy on the bottom of this page for your

Created: 04/09/2020 reference.

ID: 282709 (I)

This section is pre-filled from your registered account. Changes made in this section are for this report only, and will not
change the information on the My Account page.

m Introduction

r ]
Your Contact Information
O Problem Summary

First Name
O Research Summary

Last Name
O Study Tobacco Email

Products (If prefilled, changing this email address will not

change your Login email ID)
O Other Tobacco

Products Used Confirm Email

Additi | Country Please select v
O itiona
Information Phone

0 Attachments Street Address Line 1

Street Address Line 2

My Report History
City/Town

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8 1/2
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Sticky Note

For public reporters, contact information is system populated from their account information. Only account holders may submit information to the TIR RQ.
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OMB Approval 0910-0645 State Please select v
Number:

ZIP/Postal Code
OMB 6/30/2022
Expiration * Sender Category Research (FdaTIR) v
Date:

* Organization Name
OMB Burden Statement
Job Title

* Research Reporter Type (select all that apply) Investigator

Clinical Study Sponsor
Study Monitor

¥ Other

* Describe other Research Reporter Type

Save Draft || Exit || Submit Report < Back || Next >

PRIVACY POLICY | FREEDOM OF INFORMATION ACT | ACCESSIBILITY | DISCLAIMER

[Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is subject to criminal penalties.]

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8 2/2
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I
~- | a}\ M Safety Reporting Portal

Welcome S. Rudy HOME FAQS RELATED LINKS CONTACTUS FEEDBACK HELP LOGOUT EN ESPANOL
Name: Tobacco Product

Report

(Research Problem Summary

Study)

Created by: * =Required Field

Susan Rudy
ID: 282709 (I)
Created:  04/09/2020 Affected Person
m Introduction Participant Identifier Code &

) *Who was affected by this tobacco problem? (Select U N ® Both @

@ Contact Information one) (Please submit a separate report for each ser(s) onuser(s) °

affected person, if possible.)

a ®

How many users were affected? &

O Research Summary @ How many nonusers were affected? @

O Study Tobacco Gender Male Female ® Other
Products

O Other Tobacco Pregnant v \ Unk
Products Used es ° nknown

O Additional Ethnicity

Information Hispanic or Latino

Not Hispanic or Latino
O Attachments
Unknown

My Report History

Race (Select all that apply) American Indian or Alaskan Native

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8 1/6
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Sticky Note

If reporting a product problem without a health problem, values of  "Neither" and "Unknown" are also available.
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Sticky Note

Number of users and number of nonusers affected will become required questions as applicable to the response to "Who was affected by this tobacco problem?"
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Sticky Note

The page/RQ label will show "Tobacco Investigator Report"
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Sticky Note

New instructional text inserted after the question on number of nonusers.

"The rest of the questions ask information about one affected person. Please clearly state in the problem description type-in question if the affected person
was a user or a nonuser. Use the Additional Information section to briefly describe the other affected persons if needed. However, we encourage that you
submit a full (separate) report for each affected person if possible."
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OMB Approval 0910-0645

Asian
Number:
Black or African American
OMB 6/30/2022
Expiration Native Hawaiian or Other Pacific Islander
Date: White
OMB Burden Statement
Unknown
N Birth date of the person who experienced the problem M
7]
@ For the following field, enter a number in the first field, followed by a Unit of Age from the dropdown field. If the affected

person was an unborn child, select "unborn child" from the Unit of Age field, and leave the number field blank.

When a Unit of Age other than "unborn child" is selected, a number must be entered in the number field. If no number is
entered for age, then the Unit of Age field must also be empty or "unborn child" should be selected.

@ Age of the person when the problem occurred @Select Unit of Age A\

Please list any known pre-existing health problems for the affected person

&

Medications and Supplements

Please list the prescription medications, over-the-counter medications, vitamins, and/or supplements taken
around the time of the health problem.

AgF

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8 2/6
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Sticky Note

Delete date of birth question



SFR

Sticky Note

Age of the person will become a required question.
Current units of age retained:
Year(s), Month(s), Week(s), Day(s), Unborn child

Adding units of age:
Unknown adult (age 18 years or older)
Unknown minor (under age 18 years)
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Sticky Note

New question for all ages other than unborn child (to align with MedWatch and to understand potential nicotine toxicities).
Affected person's body weight. Response is a free-text number with selectable units of weight in pounds or kilograms
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Line
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Sticky Note

Replace the existing instructional text about the age field.

"For the age question below: If the affected person was an unborn child, or of unknown exact age, leave the number field blank and select the value that
applies from the "Unit of Age" drop-down list (Unknown adult or Unknown minor or Unborn child).
Otherwise, enter a whole number for the age and select the age units from the drop-down list.
Note: Unit of Age is required."
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Problem Description

Problem Start Date & ™
Problem End Date & ™

* Please describe the health problem or product problem. The Attachments page will accept uploads of any
records, pictures, or other information.

g

* Product Problem Type (select all that apply)

Appearance or look issue Child safety hazard
Smell issue Hard to open
Taste issue Hard to use

Damaged, broken, or defective

Leaked
product
Damaged, broken or defective Spilled
part
Damaged, broken or defective Overheated
accessory
Damaged, broken or defective Exploded
package
Label issue Caught on fire when it wasn't supposed to
Instruction issue Burned abnormally after being lit

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8 3/6
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Wrong number of items in Product failed or did not work correctly (not involving overheating, fire, explosion
package or abnormal burning)

Wrong product in package Foreign material (something in the product that does not belong)
¥| Other

@Please describe the other product problem

%‘:

In what setting(s) did this problem occur?
(select all that apply)

One person using one or more product(s)

Two or more people sharing the use of one or more product(s)

In the place where I live

Public indoor location (office, store, mall, restaurant, bar, school, sports arena)
Public outdoor location (park, stadium, hiking trail)

Near medical oxygen

Moving car

Describe the other setting

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8

Parked car

Bus/subway/train

Airplane/helicopter

Boat

Unknown

¥ Other

4/6
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Sticky Note

"Please describe the other product problem" is now conditionally required.
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w

*What are the main symptoms or health problems?

9 3

Add | Edit | Delete << Page 1of1

MedDRA Term

Pneumonia

@ Do any of these apply to the health problem? (Select Death

one or more)
Lasting disability or other permanent health problem

Life threatening
Adverse pregnancy outcome including birth defects
Hospitalization (overnight or longer)

Needed treatment to prevent pern@nt harm

Other serious medical event <—

¥| Other serious/important medical event

@ None of the above

Treatment Received (select all that apply) None

Healthcare Professional Visit
Self-Treated
Emergency Room Visit Without Hospital Admission

¥ Other

Please describe treatment the person received, including results of any tests (such as x-rays, lab results, or blood
work). The Attachments page will accept uploads of any records, pictures, or other information.

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8 5/6
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Sticky Note

After clicking the Add command a "MedDRA version" field appears that is system-populated with the current version number. Researchers may select a different version number beginning in Fall 2020 if they optionally choose to use an earlier version in effect at the time their study started. 
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Sticky Note

Change to the wording of the stem "In the opinion of the PI and/or medical advisor, do any of these apply to the health problem? to make it clear that the response should come from the Principal Investigator.



SFR

Sticky Note

Delete the duplicative "Other serious medical event"



SFR

Sticky Note

Move the expectedness question "Was this event unexpected?" from the Research Summary Section to this location in the Problem Summary section. Change the wording "Was this event expected?" (to avoid a dobule negative in the response)  and make it a required question.




SFR

Sticky Note

Move the relatedness question  from the Research Summary section to this location in the Problem Summary Section. The stem is revised to clarify that the answer should be from the PI. and the question will become required.
"In the PI's opinion, how likely is it that the reported health problem is related to the study tobacco product(s)?"
Response values (select one):
Related
Probably related
Possibly related
Unlikely related
Not related




SFR

Line
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&

How long did the health problem last (if resolved), or Select Unit of Time v
(if ongoing) how long has it lasted so far?

What is the current status of the health problem? Other v

Describe other current status of health problem

AgF

Save Draft || Exit || Submit Report < Back || Next >

PRIVACY POLICY | FREEDOM OF INFORMATION ACT | ACCESSIBILITY | DISCLAIMER

[Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is subject to criminal penalties.]
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I
— N nl. Safety Reporting Portal

Welcome S. Rudy HOME FAQS RELATED LINKS CONTACTUS FEEDBACK HELP LOGOUT EN ESPANOL
Name: Tobacco Product

Report

(Research Research Summary

Study)

Created by: * =Required Field

Susan Rudy
ID: 282709 (I) Add relevant FDA-assigned submission tracking number(s) (STN) for each study tobacco product.
Created: 04/09/2020 Submission Tracking Number(s)
m Introduction Tracking Number Type Tracking Number STN
@ Contact Information Click on the Add button to add an item

@ Problem Summary

r] *¥ FDA-assigned Protocol Number &

* -gmm
0 Study Tobacco Study Name and/or Identifier

Products

O Other Tobacco
Products Used

O Additional

Information g

* Study Sponsor Name(s)
O Attachments

My Report History Name of Principal Investigator

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8 1/4
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OMB Approval 0910-0645 Clinical Trial Site where problem occurred or was
Number: discovered
OoMB 6/30/2022 Institutional Review Board (IRB) Name
Expiration
* -gmm - -
Date: Have you notified the Data Safety Monitoring Board Yes
(DSMB)?
OMB Burden Statement No, Plan to notify

No, Study does not have a DSMB

No, Per protocol

® No, Other
@ Describe other DSMB notification here
o
*Have you notified the Institutional Review Board Yes

(IRB)?
No, Plan to notify

No, Study does not have a IRB
No, Per protocol

® No, Other

@escribe other IRB notification here

AgF

Select any other entities that have been notified of this NIDA SAETRS
problem

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8 2/4
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Sticky Note

Describe other DSMB notification here is required if No, Other was selected above.



SFR

Sticky Note

Describe other IRB notification here is required if "No, other" was selected above.
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(select all that apply) Study Sponsor

Product Manufacturer

No entity notified

¥| Other
Please provide additional notification information here
AF
Brief description of study
A
Status of the study Please select v
@ Was this event unexpected? Yes No

Serious and unexpected events only: Describe any known similar or related problems previously occurring in the
course of this study or related studies.

AgF

Status of the investigation of this problem Please select v

Describe investigation or reason for no investigation

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8 3/4
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Sticky Note

Move the expectedness question to the Problem Summary section as described above
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A

Select the actions that are in process or being
considered as a result of the problem(s) reported.
(select all that apply) Investigator's brochure modification

Informed consent modification

IRB action to ensure the protection of human subjects
Study protocol modification

Suspension of the study

¥| Other

Describe actions that are in process or being considered as a result of the problem(s) reported.

A

Save Draft || Exit || Submit Report < Back || Next >

PRIVACY POLICY | FREEDOM OF INFORMATION ACT | ACCESSIBILITY | DISCLAIMER

[Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is subject to criminal penalties.]
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Welcome S. Rudy

Name:
Report
(Research
Study)
Created by:
Susan Rudy

ID: 282796 (I)

Created: 04/10/2020

m Introduction

@ Contact Information
O Problem Summary

O Research Summary

O Other Tobacco
Products Used

O Additional
Information

O Attachments

My Report History

|
&

Tobacco Product

Safety Reporting Portal

Study Tobacco Products

* =Required Field

* Do you know which study tobacco product was
associated with the problem?

Note: If the subject is/was concurrently using
nonstudy tobacco product(s), provide this information
on the Other Products Used page.

What is the marketing status of the study tobacco
product(s) in the United States? (select all that apply)

Who is experiencing this problem?

https://www.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=569f54fe-7aaf-43ba-94b4-37ed5d159e07#

RELATED LINKS

Safety Reporting Portal

HOME FAQS

CONTACTUS FEEDBACK HELP LOGOUT

' Yes

No, the subject was exposed to more than one study
tobacco product that may have been associated with the
problem

No, identity of the study tobacco product(s) to which the
subject was exposed is unknown

No, subject was not exposed to any study tobacco
product

' No, other @

At least one tobacco product must be entered in the
tobacco products grid for the report to be valid.

Legally Marketed Tobacco Product
Investigational Tobacco Product

Other

Subject Other

EN ESPANOL

172
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Sticky Note

As before, when "No, other" is selected, a question displays "Describe the other reason you do not know which study tobacco product was associated with the problem." Now this question is conditionally required.
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Safety Reporting Portal

OMB Approval 0910-0645 @Use the "Add" button in the table below to individually enter information for each study tobacco product that the subject

Number:

OMB 6/30/2022
Expiration
Date:

OMB Burden Statement

received during the course of the study. If you are uncertain which product(s) a subject has received, enter information for all
of the study tobacco products that the subject may have received.

Review all product and related product part information carefully before submitting this report to ensure accurate reporting.
Clicking on a radio button and selecting the Edit button will allow you to change any answers for the selected Product Type in
this section.

This section is required unless you indicated above that the subject was not exposed to any study tobacco product AND you
are not reporting a product problem.

* Study Tobacco Product(s)

Product Type Product Subtype Brand Name/Product Name

Click on the Add button to add an item

At least one tobacco product must be entered in the tobacco products grid for the report to be valid.

Do you know which study tobacco product was associated with the problem?Note: If the subject is/was
concurrently using nonstudy tobacco product(s), provide this information on the Other Products Used page.: At
least one tobacco product must be entered in the tobacco products grid for the report to be valid.

Study Tobacco Product(s): At least one tobacco product must be entered in the tobacco products grid for the
report to be valid.

Save Draft || Exit || Submit Report

< Back || Next >

PRIVACY POLICY | FREEDOM OF INFORMATION ACT | ACCESSIBILITY | DISCLAIMER

[Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is subject to criminal penalties.]

https://www.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=569f54fe-7aaf-43ba-94b4-37ed5d159e07# 2/2
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Sticky Note

Revised instructional text:

Use the "Add" button in the table below to enter information for each study tobacco product that the subject used or received as part of the study. If you are uncertain which product(s) a subject has received (because of study product blinding or due to protocol deviations), enter information for all of the study tobacco products that the subject may have received.


After submitting information about one tobacco product, the three columns in the table below will show some of the information you submitted. You can then click "Add" to enter information about additional tobacco products used as part of the study. To change the information submitted in this table, click on the circle beside the listed product type to select it, and then click on the "Edit" button.


This section is required unless you indicated above that the subject was not exposed to any study tobacco product AND you are not reporting a product problem.
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Study Tobacco Product Details @

Enter information about a single study tobacco product that may have caused the problem. When you have
completed and saved this section, you can click the "Add" button in the Tobacco Product(s) table to add information
about any additional study products.

Information and pictures to assist in identifying tobacco products can be found here

*Study Tobroduct Type Cigarette

Roll-your-own cigarette
Bidis, Cloves, Herbal Cigarettes with tobacco

@' Electronic cigarette, electronic nicotine or
vaping product(E-cigarette, e-cigars, e-hookahs, e-
pipes, vape pens, hookah pens, and personal
vaporizers; E-liquids, e-juice or vape juice)

@ Tobacco Heating System (heats tobacco leaf not
liquid)

Waterpipe (also known as hookah, narghile, shisha,

r goza)
Cigar (large or premium)

Small Cigar, Little Cigar or Cigarillo

Pipe or pipe tobacco

Snuff (dry or moist for use in nose or mouth)

Snus (pouches or loose)

Chewing tobacco (loose leaf chew, plug, twist/roll)
Gutka (or Gutkha), Betel Quid with Tobacco

Mixture of tobacco with spices, herbs, nuts, fruit,
plant leaves, etc. (used for chewing)

Dissolvable (for example, strips, sticks, orbs)
Nicotine Lotions or Gels (applied to the skin)

Tobacco Powder, gel or paste applied to the
teeth, gums, or mouth

3 © otner

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8
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Sticky Note

Changes to this section mirror those made to the  the TPR 



SFR

Sticky Note

 Change to the e-cigarette descriptor  to show as "“Electronic cigarette or vaping product (also known as E-cigarette, vape pen, hookah pen, mod, e-cigar, e-hookah, and e-pipe; E-liquid (also known as “e-juice” or “vape juice”)”



SFR

Sticky Note

Change to Waterpipe label to show as "“Waterpipe (also known as hookah, narghile, or goza); Uses tobacco or shisha”



SFR

Sticky Note

Change to cigar label to show as "Cigar (large)"



SFR

Sticky Note

Change to Tobacco Heating System label to show as "Heated Tobacco Product (also known as "Heat not Burn"; heats dry or moist tobacco)"



SFR

Sticky Note

As in the previous release, If the value "other" is selected an associated question "Description of other study tobacco product type"" is displayed with a free-text response. This associated question is now to be conditionally required.  



SFR

Sticky Note

No matter which tobacco product type is selected, all reporters to both RQs see the revised labels for the Tobacco products types Electronic cigarette..., Tobacco Heating System, Waterpipe and Cigar.




SFR

Sticky Note

The optional instructional images and descriptors for tobacco product types are the same no matter from where they are linked in the RQs.
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Changing the product type may cause selected product part types to be deleted.

Study Tobacco Product Subtype E-cigarette, vape pen (or vaporizing pen), hookah per ¥
Select all that apply to the electronic cigarette, Disposable (non-refillable) product

electronic nicotine or vaping product (including

electronic waterpipe) Rechargeable product

Uses prefilled cartridge, cart, cartomizers or carto.

Uses refillable cartridge, cart, cartomizers or carto
(that are filled by the user)

Uses a tank or tank system

Modified: the original product was modified
Power (watts) can be changed or adjusted
Voltage can be changed or adjusted

Button activated

Puff/flow activated

Select all that apply to the e-liquid, e-juice or vape Purchased in a non-refillable disposable cartridge

juice for your electronic cigarette, electronic

nicotine or vaping product Purchased for use in a capsule, tank or refillable
cartridge

Mixed in a shop or on-line per request or "to order"

Mixed or modified by the user or study personnel

Does the e-liquid, e-juice or vape juice contain any Nicotine

of the following? (select all that apply)
Coloring Agents
@ Flavor(s)

Glycerin

Propylene Glycol

Water
¥| Other
Describe other e-liquid ingredients
Was the e-liquid dripped on to the atomizer or
Yes No Unknown

heating element?

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8 2/5
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Sticky Note

If flavors is selected, a question shows "What flavor(s) does the product contain?" with multiple choice values of:
Tobacco 
Cinnamon
Cocoa
Licorice
Mint 
Menthol
Peppermint 
Vanilla
Fruit
Chocolate 
Candy, desserts, or other sweets
An alcoholic drink (such as wine, cognac, margarita, or other cocktails)
Coffee/tea
Other beverages (such as soda or energy drinks)
Clove or spice
Nuts
Unknown
Other

If “Other is selected”  a free text box shows asking to explain "other".




SFR

Sticky Note

"NOTE For all non-ENDS Tobacco product types  this section of product identifying questions will remain unchanged from those in the previous release, except as marked.

If the product type ENDS is selected a revised set of questions is presented as in "Revised ENDS Qs for TPRv4 and TIRv3.pdf". For ENDS products resume review within this document in the middle of p. 20 with the Tobacco Product Use Details" section that applies to all Tobacco Product Types.
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¥ Full Study Tobacco Product Name, including Brand and Sub-Brand (if unknown, please enter "unknown")

Unknown

4Bs

UNIVERSAL PRODUCT CODE (UPC) from Label &

Does the involved product device or package bear

the "UL" symbol? = Yes No Don't Know

Any other identifying study tobacco product codes (for example, SKU, item/catalog humber, manufacturing
date/batch code)

ABE

What is the country of manufacture of the study Please select v
tobacco product? @

Does the investigator @have access to the study
—~ | tobacco product?

Yes No Unknown

~ Provide information about thetimes/dates of study tobacco product administration relative to the timing of
the problem being reported. @

ABE

Manufacturer Name |Other

Study Tobacco Product Manufacturer Information

Manufacturer Name (Other)

Country Please select v

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8 3/5
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Line



SFR

Line



SFR

Sticky Note

Delete the question on PI access to the study product.



SFR

Sticky Note

Delete the question on times/dates of study tobacco product administration relative to the problem.
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Phone

Street Address Line 1
Street Address Line 2
City/Town

State Please select v

ZIP/Postal Code
Web Address

Email Address

Study Tobacco Product Use Details

How was the study tobacco product used?@ Inhaled (smoked or vaped)

Puffed (not inhaled)

Placed, rubbed, or swished in mouth
Placed or sniffed/snorted in nose
Swallowed

Rubbed onto or applied to the skin

¥| Other

Describe other way the study tobacco product was

@ used v@

On average, how often is this study tobacco product | Please select
used?

> @] Are other substances being mixed in with the study

tobacco product when used? Yes No Unknown
@Did the problem occur with first time use of the Yes No
study tobacco product?
How long has the subject been using the study Select Unit of Measure ¥ @
Q obacco product?
Did the subject continue to use the study tobacco v N K
product? es o] Unknown
Were there any changes to the study tobacco No

product before use? (select all that apply)

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8 4/5
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Sticky Note

Delete the question on other substances being mixed in.



SFR

Sticky Note

Delete the question on first time use



SFR

Sticky Note

TPR question to appear in TIR also as as the second question in the use details section:
How soon after the study tobacco product was last used did the problem start? Response values (select one) of 
Second(s)
Minute(s)
Hour(s)
Day(s)
Week(s)
Month(s)
Year(s)
Unknown



SFR

Sticky Note

Existing question: "On average, how often is the study tobacco product used? is unchanged and retains the response values Every day, Some days, Rarely

Add the response value: Unknown



SFR

Sticky Note

Add the response value: Unknown



SFR

Sticky Note

 Two TPR questions to appear in TIR:
How long as the person been using this type of tobacco product? 
AND
How long has the person been using any type of tobacco product?

Both questions have the same response values of:

Second(s)
Minute(s)
Hour(s)
Day(s)
Week(s)
Month(s)
Year(s)
Unknown






SFR

Sticky Note

Edits and additions to the list of values will appear for all tobacco product types (select all that apply):
Inhaled (smoked or vaped)
Puffed (not inhaled)
Placed in the mouth (held or parked for a period of time)
Rubbed or swished in the mouth
Placed or sniffed/snorted in the nose
Swallowed
Rubbed onto or applied to the skin
Used a portion of someone else's tobacco product
Other




SFR

Line



SFR

Line
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Yes, protocol-specified changes were made by the
manufacturer or research team

Yes, the study subject made changes outside of the
protocol and consent instructions

¥| Yes, other

Summarize the changes made to the study tobacco product by each and every entity

ABS

@action and Study Tobacco Product Relatedness

IQ In your opinion, how likely is it that the use of the Please select v
study tobacco product is related to the health
problem?
Q Did this same or similar health problem happen Please select v -
mramin aflkAan vAanAank e AfF RlhAa Abudu Falacca neadaAED

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8 5/5
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Sticky Note

This relatedness question was moved to the Problem Summary section and reworded as described above.
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Sticky Note

Change the location of this question" Did the same or similar health problem happen again after repeat use of the study tobacco product?" with response values of Yes/No/Unknown/N/A - Person did not restart use" to show above after "Did the subject continue to use the study tobacco product after the problem started?" 



SFR

Sticky Note

Remove the subheader "Reaction and Study Tobacco Product Relatedness"
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@ Study Tobacco Product Part(s) for Electronic cigarette, electronic nicotine or vaping product(E-

A cigarette, e-cigars, e-hookahs, e-pipes, vape pens, hookah pens, and personal vaporizers; E-

liquids, e-juice or vape juice)

Information and pictures to assist in identifying tobacco products can be found here

Study Tobacco Product Part Type Other v

Description of Other Study Tobacco Product Part
Type

Full Study Tobacco Product Part Name, including Brand and Sub-Brand (if unknown, please enter
"unknown")

AgF

E]

When was this study tobacco product part
purchased or acquired?

UNIVERSAL PRODUCT CODE (UPC) from Label &

Any other identifying study tobacco product part
codes (for example, SKU, item/catalog number,
manufacturing date/batch code)

What is the country of manufacture of the study Please select v
tobacco product part?

Do you know where the study tobacco product part

was purchased? Yes No Product acquired by other means

Do you know who manufactured this study tobacco Yes No
product part?

Save | Cancel

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c492f8 1/2
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Sticky Note

As in the TPR, this study tobacco product parts section (pp. 24 & 25 in this document) has been deleted.



SFR

Line



SFR

Line
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Safety Reporting Portal

Other Nonstudy Tobacco Products Used Currently or in the Past

e

Information and pictures to assist in identifying tobacco products can be found here

Nonstudy Tobacco Product Type

Nonstudy Tobacco Product Subtype

Description of other nonstudy tobacco product
subtype

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=b7106b4e-b67f-411e-a949-45a477e84868#

Cigarette
Roll-your-own cigarette
Bidis, Cloves, Herbal Cigarettes with tobacco

® Electronic cigarette, electronic nicotine or
vaping product(E-cigarette, e-cigars, e-hookahs, e-
pipes, vape pens, hookah pens, and personal
vaporizers; E-liquids, e-juice or vape juice)

Tobacco Heating System (heats tobacco leaf not
liquid)

Waterpipe (also known as hookah, narghile, shisha,
or goza)

Cigar (large or premium)

Small Cigar, Little Cigar or Cigarillo

Pipe or pipe tobacco

Snuff (dry or moist for use in nose or mouth)

Snus (pouches or loose)

Chewing tobacco (loose leaf chew, plug, twist/roll)
Gutka (or Gutkha), Betel Quid with Tobacco

Mixture of tobacco with spices, herbs, nuts, fruit,
plant leaves, etc. (used for chewing)

Dissolvable (for example, strips, sticks, orbs)
Nicotine Lotions or Gels (applied to the skin)

Tobacco Powder, gel or paste applied to the
teeth, gums, or mouth

Other

Other

172
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Sticky Note

The optional instructional images and text are the same throughout both RQs.
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Sticky Note

Changes to four product type labels here (E-cigarette..., Tobacco  Heating System, Waterpipe, and Cigar) will be the same as in the Study Tobacco Products section (and the same as those in the mirror parts of the TPR) for internal consistency.



SFR

Sticky Note

ENDS subtype values will be the same here as they are when ENDS is selected in the Study Tobacco Products section above (and the same as in the mirror parts of TPR) for internal consistency.
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Full Nonstudy Tobacco Product Name including Brand and Sub-Brand (if unknown, please enter
"unknown")

g
Is the nonstudy tobacco product currently being ® Yes (within the past 30 days)
used?

No (more than 30 days ago)
How is the nonstudy tobacco product us@ Inhaled (smoked or vaped)

Puffed (not inhaled)

Placed, rubbed, or swished in mouth
Placed or sniffed/snorted in nose
Swallowed

Rubbed onto or applied to the skin

¥| Other

Describe how the nonstudy tobacco product is used

On average, how often is the nonstudy tobacco Rarely V@
product used?

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=b7106b4e-b67f-411e-a949-45a477e84868# 2/2
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Sticky Note

The list of values for how the nonstudy tobacco product is used will match that for how the study tobacco product is used above and be the same as both similarly placed lists in the TPR for internal consistency.



SFR

Sticky Note

As in the Study Tobacco Products section above, we add the response value "Unknown" to the others for the question on frequency of use of the nonstudy tobacco product.
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Safety Reporting Portal

Welcome S. Rudy HOME FAQS RELATED LINKS CONTACTUS FEEDBACK HELP LOGOUT EN ESPANOL

Name: Tobacco Product
Report
(Research
Study)
Created by:
Susan Rudy

Additional Information

Please describe anything else you think the FDA should know about this problem. Attachments may be added on
the next page.
ID: 282709 (I)

Created: 04/09/2020
m Introduction
@ Contact Information gF
@ Problem Summary
_ Save Draft I Exit I Submit Report | | < Back I Next > |

d Research Summary

m Study Tobacco
Products

m Other Tobacco
Products Used

O Attachments

My Report History

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c4928# 1/2
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' 3 ‘
— [ nl. M Safety Reporting Portal

Welcome S. Rudy HOME FAQS RELATED LINKS CONTACTUS FEEDBACK HELP LOGOUT EN ESPANOL

Name: Tobacco Product
Report
(Research
Study)
Created by: * =Required Field
Susan Rudy

Attachments

Please attach pictures of the product and any other supporting documentation. You may upload up to 5 (10 MB each)
attachments per submission. The following file extensions are permitted:
Created: 04/09/2020 .doc,.docx,.pdf,.bmp,.gif,.jpg,.jpeg,.png,.tif, . tiff, .txt, .rtf,.xls, .xIsx, .wpd

ID: 282709 (I)

m Introduction Audio and video files cannot be uploaded.

@ Contact Information
File Name Type Description

@ Problem Summary Click on the Add button to add an item

d Research Summary . el .

m Study Tobacco
Products

Save Draft l Exit l Submit Report | < Back

m Other Tobacco
Products Used

m Additional
Information

My Report History

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c4928# 1/2
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Attach File

NOTE: when specifying files to attach to the report, the following restrictions apply:

1. the file path, including file name and folders, may not exceed 250 characters;
2. the file name may not exceed 217 characters.

X File to attach ‘ ‘ Browse

Description of Attachment

*¥Type of Attachment Please select v

‘ Save | Cancel

https://www.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=a52856d0-6e 1d-4fda-9e4d-79cb14c4928# 12
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Revised ENDS Qs for  TPRv4 and TIRv3.pdf


Revised ENDS Qs for TPRv4 and TIRv3.pdf
4/9/2020 Safety Reporting Portal

s

Tobacco Product Details

=

Enter information about a single tobacco product that may have caused the problem. When you have completed
and saved this section, you can click the "Add" button in the Tobacco Product(s) table to add information about any
additional products that may have caused the health or product problem. @

Information and picturesta—3ssist in identifying tobacco products can be found here

)

*Tobacco Product Type

https://lwww.staging2.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=8f0b21cd-9a93-483f-9847-35847772cd95

Cigarette
Roll-your-own cigarette
Bidis, Cloves, Herbal Cigarettes with tobacco

Electronic cigarette or vaping product (also
known as E-cigarette, vape pen, hookah pen, mod, e-
cigar, e-hookah, and e-pipe; E-liquid (also known as "e-
juice" or "vape juice"))

Heated Tobacco Product (also known as "Heat not
Burn"; heats dry or moist tobacco)

Waterpipe (also known as hookah, narghile, shisha,
or goza)

Cigar (large)

Small Cigar, Little Cigar or Cigarillo

Pipe or pipe tobacco

Snuff (dry or moist for use in nose or mouth)

Snus (pouches or loose)

Chewing tobacco (loose leaf chew, plug, twist/roll)
Gutka (or Gutkha), Betel Quid with Tobacco

Mixture of tobacco with spices, herbs, nuts, fruit,
plant leaves, etc. (used for chewing)

Dissolvable (for example, strips, sticks, orbs)
Nicotine Lotions or Gels (applied to the skin)

Tobacco Powder, gel or paste applied to the
teeth, gums, or mouth

Other

113
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Sticky Note

Red arrows below mark fields we had planned to launch but are retracting and deleting from the TPRv4/TIRv3 launch.



SFR

Sticky Note

Change to the e-cigarette descriptor  to show as "“Electronic cigarette or vaping product (also known as E-cigarette, vape pen, hookah pen, mod, e-cigar, e-hookah, and e-pipe; E-liquid (also known as “e-juice” or “vape juice”)”



SFR

Sticky Note

 No matter which tobacco product type is selected, all reporters to both RQs see the revised labels for the Tobacco products types Electronic cigarette..., Tobacco Heating System, Waterpipe and Cigar.



SFR

Sticky Note

The optional instructional text and images for tobacco product types are the same throughout both RQs no matter from where the link appears and is accessed.



SFR

Sticky Note

Red arrows indicate content for deletion.
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Changing the product type may cause selected product part types to be deleted.

Electronic Cigarette or Vaping Device Details

X Electronic cigarette or vaping product subtype O E-cigarette, vape pen (or vaporizing pen), hookah
pen

/ Mod (intended to be modified by the user)
/' Personal vaporizer using e-liquid
/ Electronic product that heats dry or moist tobacco

-/ Electronic waterpipe (looks like a traditional hookah
or waterpipe, but uses an electronic power source and
e-liquid)

) Electronic cigar or e-cigar

) Electronic pipe or e-pipe (looks like an old-fashioned
pipe)

) Homemade or home built e-cigarette or vaping
product

® Other

*Describe other electronic cigarette or vaping product subtype

g5

* Full Tobacco Product Name(s), including Brand(s) and Sub-Brand(s) of feature(s) (if unknown, please
enter "unknown")

agE

You can attach a picture or image of the product or its part or package or label at the end in the Attachments
section.

https://lwww.staging2.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=8f0b21cd-9a93-483f-9847-35847772cd95 213
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UNIVERSAL PRODUCT CODE (UPC) from Label &

Which feature(s) may have caused the problem?
(select all that apply)

F

*Describe the overall design of the device.

What was the energy source for the device? (select
all that apply)

> | What was the age of the device?

https://lwww.staging2.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=8f0b21cd-9a93-483f-9847-35847772cd95

E-liquid

E-liquid chamber, cartridge, or pod-liquid
E-liquid source container

Heating element (or coil)

Power supply or charger

Controls (such as buttons or switches)
Software

Unknown

¥ Other

Describe other feature(s) that may have caused the problem

Entire device is disposable
Entire device is reusable

Unknown

Battery is disposable
Battery is rechargeable
Battery is built in
Battery is removable

Unknown

Brand new never used
/ Used X times
Used X units

/' Unknown

3/13
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How does the device turn on? (select all that apply) User turns it on by puffing or inhaling

User turns it on with a button(s) or switch(es)
Unknown

¥ Other

Describe other way the device turns on

agE

How does the device turn off? (select all that apply) User turns it off with a button(s) or switch(es)

Product turns itself off if left idle

Product turns itself off when it is too hot

Unknown
¥ Other
Describe other way the device turns off
7
A5
Did the user build, change or customize the device?
" Yes - No ~ Unknown

Select all that apply Voltage (V) was adjusted

Power (W, wattage) was adjusted
Temperature was adjusted
Airflow was adjusted

User made or assembled the heating element (coil
and wick)

User replaced the heating element (coil and wick)

https://lwww.staging2.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=8f0b21cd-9a93-483f-9847-35847772cd95 4/13
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4/9/2020 Safety Reporting Portal
User dripped e-liquid onto the heating element
Product was home built from a kit

Product was home built or custom built from
separately purchased parts ("from scratch")

¥| Other

Describe other way(s) user built, changed or customized the device

4BE

What was the operating status and/or location of on
the product at the time of the problem? (select all

that apply) Off

In mouth/while puffing or inhaling
While holding (not in mouth)

Being worn (in a pocket or otherwise attached to
clothing or person)

In storage (such as a purse, bag, drawer, cabinet or
luggage)

While loading a cartridge or pod or refilling a tank
Charging

While plugged into a wall outlet

Battery inside the device

While changing the battery

Battery outside the device

Unknown

¥ Other

Describe other operating status and/or location of the product at the time of the problem

https://lwww.staging2.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=8f0b21cd-9a93-483f-9847-35847772cd95 5/13
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agE

What type of power supply was last used?

Describe other type of power supply last used

g5

What type of power cord and connector was last
used? (select all that apply)

https://lwww.staging2.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=8f0b21cd-9a93-483f-9847-35847772cd95

/ Not applicable (device or battery was disposable)
/- Computer

' Wall outlet

/ Car

/ Portable power bank (usually battery powered)

/ Solar panel

/ Unknown

' Other

Not applicable (device or battery was disposable)
Two-pronged wall adaptor

Three-pronged (grounded) wall adaptor

usB

Car adaptor

Wireless

Unknown

¥ Other

Describe other type of power cord and connector last used

6/13
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agE

What was the source of the charger or adaptor last
used?

Describe other source of charger or adaptor last used

g

What type and source of battery was last used?
(select all that apply)

Describe other type and source of battery last used

https://lwww.staging2.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=8f0b21cd-9a93-483f-9847-35847772cd95

' Not applicable (device or battery was disposable)

. The device’s original equipment manufacturer’s
(OEM) charger or adaptor

' Another charger or adaptor (not from the device
OEM)

- Unknown

® Other

Lithium
Nickel
Zinc

From the device’s original equipment manufacturer
(OEM)

Battery was NOT from the device’s OEM
Unknown

¥| Other

7113
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agE

Describe any conditions or stresses to the device (such as excessive heat or cold, dropping, vibration, etc.)
that you think could have played a role in the problem

ABE

What contained the e-liquid within the device?

A removable or replaceable cartridge or pod
(select all that apply)

A built in container or tank
Unknown

¥ Other

Describe other way the e-liquid was contained in the device

g

Did the involved product device or package bear the

"UL" symbol? =] Yes No Don't Know

Any other identifying tobacco product codes (for example, SKU, item/catalog humber, manufacturing
date/batch code)

g

https://lwww.staging2.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=8f0b21cd-9a93-483f-9847-35847772cd95 8/13





4/9/2020

Safety Reporting Portal

How was this product acquired? Other

Describe other way this product was acquired

45
Do you know where the product was purchased? Yes No
What was the country of manufacture of the Please select

tobacco product? '@

Manufacturer Name |Other

For any product parts that were involved or seemed to cause the problem and did not come from the
device’s original equipment manufacturer (OEM), tell us all you can about the part, such as giving a
physical description with the manufacturer name, brand name, place of purchase, any identifying marks
such as model nhumber, batch number, serial number, universal product code, whether it had a "UL"
symbol, age of the part, and consider uploading an image of the product or part.

ABE

Tobacco Product Manufacturer Information

Manufacturer Name (Other)

Country Please select

Phone

Street Address Line 1

Street Address Line 2

City/Town

State Please select
ZIP/Postal Code

Web Address

https://lwww.staging2.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=8f0b21cd-9a93-483f-9847-35847772cd95
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Email Address

E-liquid Details

* Full Tobacco Product Name(s), including Brand(s) and Sub-Brand(s) (if unknown, please enter
"unknown")

ABE

*How much nicotine was in the e-liquid? Select unit of measure ¥

You can attach a picture or image of the product or its part or package or label at the end in the Attachments
section.

UNIVERSAL PRODUCT CODE (UPC) from Label &

What was the amount of the e-liquid in the device Select unit of measure ¥
chamber?
What was the amount of the e-liquid in the source Select unit of measure ¥

container from which you refill the device chamber?

N Was this e-liquid advertised or labeled as "child-
resistant"?

Yes No Unknown

Did the e-liquid package look like a common food or

beverage package? Yes No Unknown

Describe how the e-liquid was purchased and

Purchased in a starter kit (along with a device)
mixed. (select all that apply)

Purchased separately (without a device) - from the
original manufacturer

Purchased separately (without a device) - NOT from
the original manufacturer

Purchased premixed "as is"

Mixed per request or "to order"

Mixed or changed by the user after purchase
Unknown

¥ Other

https://lwww.staging2.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=8f0b21cd-9a93-483f-9847-35847772cd95 10/13
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Safety Reporting Portal

Describe other way that the e-liquid was purchased and mixed

agE

Did the e-liquid (as purchased) contain any of the
following? (select all that apply)

Describe other e-liquid contents

F

What color was the e-liquid?

Describe other e-liquid color

https://lwww.staging2.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=8f0b21cd-9a93-483f-9847-35847772cd95

Nicotine

Nicotine Salts

Flavors

Vegetable glycerin, Glycerin or VG
Propylene Glycol or PG

Water

Preservative(s)

Stabilizer(s)

Other humectant(s)

Unknown

¥ Other

) Clear or see-through (no color)

~ Light yellow (and see-through)

) Unknown

®' Other

11/13
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Sticky Note

If flavors is selected, a question shows "What flavor(s) does the e-liquid contain?" with multiple choice values of
Tobacco 
Cinnamon
Cocoa
Licorice
Mint 
Menthol
Peppermint 
Vanilla
Fruit
Chocolate 
Candy, desserts, or other sweets
An alcoholic drink (such as wine, cognac, margarita, or other cocktails)
Coffee/tea
Other beverages (such as soda or energy drinks)
Clove or spice
Nuts
Unknown
Other

If “Other is selected”  a free text box shows asking to explain "other".
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agE

Any other identifying tobacco product codes (for example, SKU, item/catalog humber, manufacturing
date/batch code)

4gF

How was this product acquired? Please select v
Do you know where the product was purchased? Yes No

What was the country of manufacture of the Please select v

tobacco product? @

Manufacturer Name Other

E-liquid Manufacturer Information

Manufacturer Name (Other)

Country Please select v

Phone

Street Address Line 1
Street Address Line 2
City/Town
ZIP/Postal Code

Web Address

Email Address

Tobacco Product Use Details

https://lwww.staging2.safetyreporting.hhs.gov/srp2/en/Home.aspx?sid=8f0b21cd-9a93-483f-9847-35847772cd95 12/13
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Product Type Images_Desc for TPRv4_TIRv3 marked up.docx
Product Type Images and Descriptions

Cigarette

Roll-your-own cigarette
Bidis, Cloves, Herbal Cigarettes with tobacco


Electronic cigarette or vaping product (also known as E-cigarette, vape pen, hookah pen, mod,  e-cigar, e-hookah, and e-pipe; E-liquid (also known as "e-juice" or "vape juice")



Heated Tobacco Product (also known as “Heat not Burn”; heats dry or moist tobacco)


Waterpipe (also known as hookah, narghile,  or goza)


Cigar ( large)
Small Cigar, Little Cigar or Cigarillo	Comment by Rudy, Susan: SRP C ontractor – Cigarillo, this word,  is currently misspelled on the web posting as Cigarello


Pipe or pipe tobacco


Snuff (dry or moist for use in nose or mouth)
Snus (pouches or loose)
Chewing tobacco (loose leaf chew, plug, twist/ roll) 
Gutka (or Gutkha), Betel Quid with Tobacco
Mixture of tobacco with spices, herbs, nuts, fruit, plant leaves, etc. (used for chewing)  
Dissolvable (for example, strips, sticks, orbs)


Nicotine Lotions or Gels (applied to the skin)
Tobacco Powder, gel or paste applied to the teeth, gums, or mouth
	Comment by Rudy, Susan: FYI There are still no images for the product types of Nicotine Lotions or Gels and Tobacco Powder, gel or paste.

Other	Comment by Rudy, Susan: FYI There are no images and no text description for the category “other”.




Cigarette 

The basic components of most cigarettes are tobacco, a filter, and paper wrapping. Cigarettes can have various lengths (such as King, 100, or 120) and diameters (such as slim or ultra slim) as pictured.

[image: ]

Pictured from left to right: King (this is the standard length of most conventional cigarettes), 100 (normal diameter and ultra slim diameter), and 120 (slim diameter)



Bidis, Cloves, Herbal Cigarettes with Tobacco

Clove cigarettes, also referred to as kreteks, are imported from Indonesia and typically contain a mixture of tobacco, cloves, and other additives. Bidis are small, thin hand-rolled cigarettes imported to the U.S., primarily from India and other Southeast Asian countries. Bidis are comprised of tobacco wrapped in a tendu or temburni leaf (plants native to Asia) and are tied with a string.

[image: ]

Pictured from left to right: Clove Cigarette (tipped), Clove Cigarettes (filtered), and Bidis 






Electronic cigarette or vaping product (also known as E-cigarette, vape pen, hookah pen, mod,  e-cigar, e-hookah, and e-pipe)	Comment by Rudy, Susan [2]: 3/4/2020 Please show the 2nd of the 3 images below as the first image  (i.e., the current order, 1,2,3 should become 2,1,3).  Image 2 is new, not shown in the previous release.



Vaping products usually use a battery to heat a liquid ( “e-liquid”) into an aerosol that is inhaled by the user. E-liquids usually contain nicotine and flavorings.



Electronic Cigarettes and Vaping Products



[image: C:\Users\Ashley.Roberts\AppData\Local\Microsoft\Windows\Temporary Internet Files\Content.Outlook\O3QCHLKX\VapeDevices_TWcard_091718 (002).jpg]
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Tobacco Product Images 2019

File updates for posting to https://www.staging2.safetyreporting.hhs.gov/srp2/CTP/TobaccoProductsParts.html 

For Implementation by SRP Contractor after review by OMB
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Heated Tobacco Product (also known as “Heat not Burn”)	Comment by Rudy, Susan: SRP Contractor: Delete the existing image labeled ”Tobacco Heating System” and replace it with the new grouped image shown.

Heated tobacco products heat a specially prepared form of tobacco to create an aerosol that is inhaled by the user.	Comment by Rudy, Susan: SRP contractor: Please note the change to descriptive text here.

[image: ]

Heated Tobacco Products







Waterpipe (also known as Hookah, Narghile, or Goza): 	Comment by Rudy, Susan: Note that we have deleted the existing image and replaced it with an image that does not label parts of the product.

Waterpipes are used to smoke specially made tobacco that is usually flavored.

                           [image: ]



Traditional waterpipe    

Cigar (Large)	Comment by Rudy, Susan [2]: SRP contractor – note the change in text here and within the image

Small Cigar, Little Cigar or Cigarillo: 

Generally, cigars are cured tobacco wrapped in leaf tobacco or a substance containing tobacco. Cigars vary in size — with smaller sizes sometimes referred to as little cigars or cigarillos. They can be filtered (little cigar) or unfiltered (cigarillo).

Little Cigar

Cigarillo 

(Untipped)

Cigarillo 

(Tipped)

Large 

Cigar



















Pictured from left to right: Little Cigars, Cigarillos (untipped), Cigarillos (tipped), Large Cigar 











This page intentionally blank in this file, but not on the internet posting

Snuff (Dry or Moist for use in Nose or Mouth)

Snuff is a type of smokeless tobacco. Snuff is finely cut or powdered, cured tobacco that can be dry, moist, or packaged/portioned in sachets. 



[image: ]

Pictured from left to right: Moist Snuff (portioned) and Moist Snuff (loose).











Snus (pouches or loose)

Snus is a type of smokeless tobacco. Snus is a finely ground moist snuff that can be loose or packaged/portioned. 



[image: ]

Pictured from left to right: Snus (portioned) and Snus (loose).











Chewing Tobacco (loose leaf chew, plug, twist/roll): 

Chewing tobacco is cured tobacco in the form of loose leaf, plug, or twist.  Most smokeless tobacco use involves placing the product between the cheek or lip and the gum.

[image: ]



Pictured from left to right: Loose Leaf Chewing Tobacco, Plug, and Twist	Comment by Rudy, Susan [2]: SRP contractor – note this addition











Gutka (or Gutkha), Betel Quid with Tobacco: 



Gutkha is a dry, commercial preparation containing areca nut, slaked lime, tobacco and often other condiments (such as catechu, sweeteners, or spices). The same

mixture with Betel leak is called betel quid with tobacco. Some variants without tobacco are pan masala and betel quid. Typicaly, gutka and betel quid with tobacco are not chewed, but are held in the mouth between the gum and cheek.  Saliva is generally spit out, but sometimes swallowed. 



[image: ]







Mixture of tobacco with spices, herbs, nuts, fruit, plant leaves, etc. (used for chewing)

Qiwam (Kiwa) is a thick tobacco paste; it is also available as granules or pellets. To prepare qiwam, the midribs and veins of tobacco leaves are removed, and the remaining matter is boiled in water. Powdered spices (saffron, cardamom, aniseed and musk) are added, and the mixture is stirred and allowed to soak and soften until it becomes a paste, from which granules and pellets are made. The paste is placed in the mouth and chewed. It is used in India, Bangladesh, and Nepal. 



[image: ]







Zarda is prepared by cutting tobacco leaves into small pieces and boiling them in water with slaked lime and spices until the water evaporates. It is then dried, and coloring and flavoring agents are added. Zarda may be chewed by itself, with areca nut or in betel quid. It is available in small packets or tins. 



[image: ]













Dissolvables: 

Use of most smokeless tobacco products involves spitting or discarding the product remains. Dissolvable tobacco products, such as orbs, pellets, sticks or strips are not smoked, chewed or spit out.	Comment by Rudy, Susan [2]: SRP contractor – note the change in texxt

[image: ]

Pictured from left to right: Dissolvable Orbs/Pellets, Sticks, and Strips.
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H FDA Safety Reporting Portal

The Safety Reporting Portal (SRP) streamlines the process of reporting product safety
issues to the Food & Drug Administration (FDA) and the MNational Institutes of Health
(NIH).

Whatever vour role, (manufacturer, health care professional, researcher, public health
official, or concernad citizen), when you submit a safety report through this Portal,
yvou make a vital contribution to the safety of America’s food supply, medicines, and
other products that touch us all.

Parts of this website have been translated from English to Spanish. Pages that have
been translated have an "En Espanol” link in the upper right part of the page. Click
this link to see the page in Spanish (Espancl). Click "In English” to see the page in
English. In the case of any discrepancy in meaning, the English version is considerad
official. Currently, report questions are only in English and reports should only be
submitted in English. Thank you for using the FDA Safety Reporting Portal.

Begin Reporting Here

1. Login

EMAIL

PASSWORD

Reset Password/Unlock Account or Reactivate Account

Remember me

Log In

2. Report As Guest

Mot ready to create an account but would like to submit @ report?

You cam do that here.

Feport as Guest





Account Benefits

Save a draft
Easier follow up
View submissions
Faster data entry

Create Account

Who Should Submit a Safety Report?

Organizations and people in certain professional roles, such as the following, may be
reguired by law to submit safety reports under some circumstances.

Food Manufacturers, Processors, Packers, and Holders

Reszearchers

An applicant of an approved drug product or a manufacturer, distributor or
packer listed on the label of any marketed drug product

Drug Manufacturers

Sponsors, sponsor-investigators of investigational drugs and biologics
Dietary supplement manufacturers, packers, and distnbutors

Others, including healthcare providers, public health officials, and other professionals,
as well as consumers and concerned citizens, may voluntarly submit reports if they
encounter safety issues with a product and/or unanticipated harmful effects that they
believe are related to a product.

Learn more about mandatory and voluntary reporting.

Reports You Can Submit Through this Portal

FD& safety issues involving:

Premarket or marketed human drug and biologics
Human or animal reportable foods

Animal drugs

Animal foods

Tobacco products

Dietary supplements

MIH safety issues involving:

MIH gene-transfer research

For other issues, find out where to submit yvour report.
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FRIVACY POLICY | FREEDOCM OF INFORMATION ACT | ACCESSIBILITY | DISCLAIMER

[Under 18 U.5.C. 1001, anyone who makes a materizlly false, fictitious, or fraudulent
statement to the U.S. Government iz subject to criminal penalties.]





E FDA Safety Reporting Portal

New Guest Report

* =Required Field

You have chosen to use this portal as a Guest reporter.
Reports submitted as @ Guest cannot be saved. Therefore, please plan to complete your report
in full during this session. If you prefer to save yvour report and complete it at a later time,
please return to the home page and create an account.
* gSelect the option that best describes what you want to do:
@ Start a new report
Follow-up on a report previously submitted as a guest portal user.

Follow-up on a report previously submitted as a logged in user.

Mone of the above
*Who are You?

O A private citizen, business or veterinary provider submitting a voluntary report

A federal, state or local government public health official submitting & reportable food
report about human and/or animal food

& healthcare professional or researcher reporting a tobacco product problem

A manufacturer reporting a tobacco product problem

A manufacturer, investigator, sponsor or applicant of a drug or biologic product
A manufacturer, packer or distributor of @ human dietary supplement

A food facility or responsible party that manufactures, processes, packs or holds food
submitting a reportable food report

*What do you think caused the issue?

Tobacco Products

ik

*What issue related to a tobacco product would you like to report?

Q Health Problem, Product Problem or both

Any of the following:

- Potential tobacco-related violation of the Food, Drug and Cosmetic Act and
associated regulations

- Issue with a product that claims to help with guitting tobacco

- Animal health problem-effect of tobacco product on an animal

- Comment about a proposed tobacco regulation

- Complaint about CTP, an existing tobacco law (final regulation), or the government

- Other guestion, concern or information to share related to tobacco products





You have selected: Tobacco Product Report (for consumers and concerned citizens,
including tobacco product distnbutors, retailers, wholesalers, suppliers or importers that
are not tobacco product manufacturers)

* As a guest reporter using a mobile device, you now have two options for
reporting. Select one report type from the options below:

Traditional report (all features are available; allows more detailed reporting)

Q Mobile-friendly report (formatted for mobile devices; allows less detailed
reporting)

| Exit || Begin Report |

“USA.gov

m U.S. Food and Drug
Administration

L
Q
‘o
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PRIVACY POLICY | FREEDOM OF INFORMATION ACT | ACCESSIBILITY | DISCLAIMER

[Under 18 U,5.C. 1001, anyone who makes a materizally false, fictitiows, or fraudulent
statamient to the .S, Government is subject to criminal penalties. ]





Safety Reporting Portal

Introduction
Report Information
Contact Information
Problem Summary

Tobacco Products
Additional Information
Attachments
Submit Report
EXIt

OMB Approval Number : 0910-0645




https://www.staging2.safetyreporting.hhs.gov/SRP2/en/OMB_BURDEN.aspx
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Safety Reporting Portal

Introduction

* =Required Field
Who can report by using this SRP path?
People who use tobacco products
People affected by someone else's tobacco use
Concerned members of the public
Healthcare workers
Companies involved in making, shipping, and selling tobacco products
How do I use this SRP path to submit a report?
When possible, please submit a separate report for each affected person. After this page, you can fill in the rest of the pages of the report in any order. The
system will only accept a report if you fill in all fields marked: *. The system will save your entries when you click the "Next" button on each page. If you
cannot finish the report in one sitting, you can save it and finish it later if you set up an account.
What happens when I submit a report?
FDA staff will review your report. FDA may contact you if we need more information and if you give us a way to reach you, but most reporters will not hear

back from FDA. You will not get health advice or health care from FDA - please call or see your local doctor or clinic if needed.

Once the report is submitted, Guest users will see a report key which will be needed in order to change a report. Account holders can log into their account
to change a report. See the HHS Privacy Policy Notice to learn more about how we guard your privacy and when we share reports.

Some reports are posted for public viewing after removing personal and confidential information (see FOIA Reading_ Room). See also Tobacco Product
Problem Reports for information from reports submitted in 2017 and later.

Please note: This report is not considered an admission that a product caused or contributed to the event. This report shall be considered to be a report
under section 756 of the Food, Drug, and Cosmetic Act [21 U.S.C. 379v].

Issues to report elsewhere:

Tobacco Related Issues Where to Report

Potential tobacco-related violation of the Food, Drug and Cosmetic Act and

. . https://www.accessdata.fda.gov/scripts/ptvr/index.cfm
associated regulations

Human health problem or product problem with a product that claims to https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?
help with quitting tobacco action=reporting.home

https://www.fda.gov/animalveterinary/safetyhealth/reportaproblem/ucmQ5
5305.htm

Animal health problem-effect of tobacco product on an animal

Comment about a proposed regulation www.regulations.gov

Complaint about CTP, an existing tobacco law (final regulation), or the
government

CTPOmbudsman@fda.hhs.gov

Information to share about tobacco products that is not related to a health Contact the product's manufacturer or email AskCTP@fda.hhs.gov or 1-877-
or product problem CTP-1373

Other question or concern related to tobacco products AskCTP@fda.hhs.gov or 1-877-CTP-1373

Introduction

https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=a50e8578-b27c-4219-91af-47830575e586
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http://www.hhs.gov/privacy.html

http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/AbouttheCenterforTobaccoProducts/ucm221165.htm

https://www.fda.gov/TobaccoProducts/PublicHealthScienceResearch/ucm581911.htm

https://www.accessdata.fda.gov/scripts/ptvr/index.cfm

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home

https://www.fda.gov/animalveterinary/safetyhealth/reportaproblem/ucm055305.htm

https://www.regulations.gov/

mailto:CTPOmbudsman@fda.hhs.gov

mailto:AskCTP@fda.hhs.gov

mailto:AskCTP@fda.hhs.gov
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Report Information

* =Required Field

Report Information

* Create a name to help you find this report in the future (max length: 50 characters)
OMB Screenshots

*What type of report are you submitting?_g

() Health Problem associated with a tobacco product (not associated with a product problem or defect)
() Product Problem or Defect (not associated with a health problem)

© Both (health problem that is also associated with a product problem or defect)

Report Information

https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=a50e8578-b27c-4219-91af-47830575e586
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Contact Information

* =Required Field

Please note: Your contact information will be used by the FDA only in reference to this report, and in accordance with the Department of Health and
Human Services privacy policy. There is a link to this policy on the bottom of this page for your reference.

For registered users, this section is pre-filled from your registered account. Changes made in this section are for this report only, and will not change the

information on the My Account page.

Your Contact Information

First Name

Safety Reporting Portal

Menu

Last Name

Email

(If prefilled, changing this email address will not change your Login email ID)

Confirm Email

Country

Please select

Phone

Street Address Line 1

Street Address Line 2

City/Town

State

| Please select

ZIP/Postal Code

*Sender Category

Consumer/Concerned Citizen (FdaTPR)

Organization Name

Job Title

Are you the person who experienced health problems associated with a tobacco product?

O Yes O No

How well do you speak English?

) Very well
) Well
) Not well

() Not at all

https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=a50e8578-b27c-4219-91af-47830575e586
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Contact Information

https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=a50e8578-b27c-4219-91af-47830575e586 2/2
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Menu

Problem Summary

* =Required Field

Affected Person

Changing who was affected by this tobacco problem may cause other selected data to be deleted.

*Who was affected by this tobacco problem? (Select one) (Please submit a separate report for each affected person, if possible.)

() User(s)
() Nonuser(s)

© Both

*How many users were affected? g

! |

*How many nonusers were affected? @

! |

The rest of the questions ask information about one affected person. Please clearly state in the problem description type-in question if the affected person
was a user or a nonuser. Use the Additional Information section to briefly describe the other affected persons if needed. However, we encourage that you
submit a full (separate) report for each affected person if possible.

Gender

() Male () Female () Other

Ethnicity

(O Hispanic or Latino
(O Not Hispanic or Latino

() Unknown

Race (Select all that apply)

() American Indian or Alaskan Native

(") Asian

(") Black or African American

() Native Hawaiian or Other Pacific Islander
() White

() Unknown

For the age question below: If the affected person was an unborn child, or of unknown exact age, leave the number field blank and select the value that
applies from the "Unit of Age" drop-down list (Unknown adult or Unknown minor or Unborn child).

Otherwise, enter a whole number for the age and select the age units from the drop-down list.

Note: Unit of Age is required.

* Age of the affected person when the problem started

25 ‘ | Year(s) v

Please list any known pre-existing health problems for the affected person such as (select all that apply)

() Deafness or serious difficulty hearing

() Blindness or serious difficulty seeing, even when wearing glasses

() Serious difficulty concentrating, remembering, or making decisions because of a physical, mental, or emotional condition
() Serious difficulty walking or climbing stairs

() Difficulty dressing or bathing

() Difficulty doing errands alone (such as visiting a doctor's office or shopping) because of a physical, mental, or emotional condition

https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=a50e8578-b27c-4219-91af-47830575e586 1/3
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Difficulty with using your hands and fingers (trouble with strength or coordination)

Other

Medications and Supplements

Please list the prescription medications, over-the-counter medications, vitamins, and/or supplements taken around the time of the health
problem.

.ﬂﬁl

Problem Description

Problem Start Date_g

i/

Problem End Date_igi

Jii

* Please describe the health problem or product problem and state if the affected person was a user or a nonuser. The Attachments section
will accept uploads of any records, pictures, or other information.

OMB Screenshots

.qa::

*Product Problem Type (select all that apply)

Appearance or look issue Child safety hazard
Smell issue Hard to open
Taste issue Hard to use

Damaged, broken, or defective product Leaked
Damaged, broken or defective part Spilled
Damaged, broken or defective accessory Overheated
Damaged, broken or defective package Exploded

Label issue

Instruction issue

Wrong number of items in package

Wrong product in package

Other

Term describing the health problem

©®

Add

= Pagelof 1 = =i

Death

Edit

Caught on fire when it wasn't supposed to

Burned abnormally after being lit

Product failed or did not work correctly (not involving overheating, fire, explosion or abnormal

burning)

Foreign material (something in the product that does not belong)

* What are the main symptoms or health problems?

Product taste abnormal

Delete

Do any of these apply to the health problem? (Select one or more)

Lasting disability or other permanent health problem

https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=a50e8578-b27c-4219-91af-47830575e586
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() Life threatening

(") Adverse pregnancy outcome including birth defects
(") Hospitalization (overnight or longer)
(") Needed treatment to prevent permanent harm

(") None of the above

Treatment Received (select all that apply)
() None

(") Healthcare Professional Visit
(") Self-Treated
() Emergency Room Visit Without Hospital Admission

(") Other

Problem Summary

https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=a50e8578-b27c-4219-91af-47830575e586
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What are the main symptoms or health problems?

*k MedDRA version

Type all or part of the word(s) that describe your health problem to see
a list of possible terms. If you cannot find a good match, use a different
search word or select "Other."

If you select a different MedDRA version, your previous selection will be
cleared.

*Term describing the health problem

Product taste abnormal

Save Cancel

https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=a50e8578-b27c-4219-91af-47830575e586
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Tobacco Products

* =Required Field

Use the "Add" button in the table below to enter information for each tobacco product that may have caused the problem. Information and pictures to help
you to identify tobacco products can be found here.

After submitting information about one tobacco product, the three columns in the table below will show some of the information you submitted. You can
then click "Add" to enter information about any other tobacco products used at or around the time of the problem. To make changes in the information you
submitted in this table, click on the circle that will show beside the listed product type to select it, and then click on the "Edit" button.

*Tobacco Product(s)

Tobacco Brand
Product Product Name/Product
Type Subtype Name

® Electronic cigarette or vaping product (also known as E-cigarette, vape pen, hookah pen,
mod, e-cigar, e-hookah, and e-pipe; E-liquid (also known as "e-juice" or "vape juice"))

= <= Page 1l of 1 = =i

Tobacco Products

https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=a50e8578-b27c-4219-91af-47830575e586
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Tobacco Product Details

Enler informalion aboul a single tobacco product that may have
caused the problern. Whan you have complated and saved this
Saction, you can click the “Add” button in Uhe Tobacoo Product{s})
table to asdd information about any additional products that mzy
have caused the health or product problem.

Information and pictures to assist in identilfying tobacen products
can be found here

*Tobacce Product Type

) Cigarette

) Rell-your-own cigarette

0 Bidis, Cloves, Herbal Cigaretbes with tabacco

D Electronic cigarette or vaping product {also known as E-
cigarette, vape pen, hookah pen, mad, e-cigar, e-hookah, and e-
pipe; E-liguid {also known as "e-julce” or "vape juice™})

) Heated Tobaceo Product {alsa known as "Heat not Burn”™; heats
diry or Mot tobacon)

) Waterpipe [also known as hookah, narghile, shisha, or goza)
) Cigar (large)

) Small Cigar, Little Cigar or Cigarillo

) Pipe or pipe tobacco

) Snauff {dry or moist far use in mose or mouth)

) Snus (pouches or loose)

[} Chewing tobacoo (loose leal dhew, plug, twist/roll)

) Gutka [or Gutkha), Betel Quid with Tobacco

) Mixture of tobacen with spices, herbs, nuts, fruit, plant leaves,
ete. (used for chewing)

) Dissolvable {for example, strips, sticks, orbs)
) Micotine Lotions ar Gels [applied to the skin)

) Tobacee Powder, gel or paste applied to the teeth, gums, or
mauth

0 Other

Changing the product bype may cause selected product part Uypes o
be deleted.






Electronic Cigarette er Vaping Device Details
#*Electronic cigarette or vaping product subtype

D E-cigarette, vape pen (or vaporizing pen), hookah pen
(0 Mod (intended to be modified by the user)

() Personal vaporizer using e-liquid

() Electranic product that heats dry or maoist tobacco

() Electranic waterpipe (looks ke a raditional hookah or walenpipe,
but wses an electronic power source and e-liguid}

() Electronic cigar or e-cigar
() Electranic pipe or e-pipe {looks like an old-Tashioned pipe)
) Homernade or home built e-cigarette or vaping product

0 Other

fou ean attach a picture or image of the product or ils part or
package of label at the end in the Attachments section.

*Describe the overall design of the device,
(D) Entire device is disposable

D Entire device is reusable

0 Usnknawn

What was the operating status and/or location of the praduct
at the time of the problem? [select all that apply)

O on

O om

O In mauthfwhile puffing or inhaling
O Wkile Balding [mol in mouth)

[ Being worn (in a pocket or atherwise attached to clothing or
parson)

[ In storage [such as a purse, bag, drewer, cabinet or luggage)
[ While leading a cartridge or pod ar refilling a tank

O Charging

O While plugged into a wall outlet

[ Battery inside the device

1 Wikl changing the battery

[ Battery outside the device

O Usknawn

O Other






What type of power supply was last used?
0 Mot applicable {device or Baltery was disposabile)

) Computer

2 Wall outlet

0 Car

() Portaie power bank {usually battery powered)
) Solar panel

(0 Unknawn

0 Other

What type of power cord and connector was last used? [select
all that apply)

[ Mot applicable {device or Batbery was disposable)
O Two-pronged wall adaptor

O Three-pronged (grounded) wall adaptor

O use

O Car adaptor

O wireless

O Unknown

O Other

What was the source of the ﬂ‘lﬂrﬂ&r or Hdﬂph‘lr last used?
) Net applicable {device o Baltery was disposalie)

() The device's eriginal eguiprment manufacturers (OEM) charger or
adaptor

() Anather charger or adapbor (not fram the device OEM)
(0 Unknawn

0 Other

What type and source of battery was [ast used? [select all that
apply}
O Lithium

O Micksd

O Zinc

[ From the device's arigingl eguipment manufacturer [OEM)
O Battery was MOT frorm the devicae™s OEM

O Unknawn

O Other

What contained the e-liquid within the device? (select all that
apply)
[ & removable or replaceable cartridge or pad

O A built 1 container or tank
O Unknawn

O Other






E-liquid Detsils

*Fyll Tobacco Product Name(s), incuding Brand(s) and Sub-
Brand(s) (if unknown, gl enter "unk )

OME Scraen

w
#How much nicotine was in the e-liquid?
2o | Milligram(s) ger portion Y

You can attach a picture or image of the product or ils part or
package or label &t the end in the Altachments section.

Describe how the e-liguid was purchased and mixed. [Select all
that apply)
[ Purchased in a starter kit [along with a devies)

[ Purchased separabely {withoul a device) - from e original
manufacturer

O Purchased separabely (without a device) - NOT from the original
manufacturer

O Purchased premixed "as is”

O Mixed per request or "to order”

O Mixed or changed by the user after purchase
O Unknawn

O Other

Did the e-liquid [as purchased) contain any of the following?
[select all that apply)

O Nicotine

O Nicotine Salts

O Flavors

O vegetable glycerin, Ghycerin or VG
O Propybene Glycol or PG

O water

[ Preservative(s)

[0 Stabilizer(s)

O Other humectant s)

O Unknawn

O other

Do you know where the product was purchased?
D@ ves @ No





Tobacco Product Use Details

How was the tobacco product used? (select all that apply)
O Imhaled (smoked or vaped)

O Puffed {not inhabed)

O Placed in the mouth (Held or parked for a period of time)
O Rubbed or swished in the mouth

[ PMaced or sniffed/<norted in the nose

O Swallowed

O Rubbed onto or applhed to the skin

O Used a portion of someone else’s tobaces product

O Other

How soon after the tobacoo product was last used did the
problem start?

| | [Select Unit of Measure v |

On average, how often is this tobaces product used?

Please salact ¥ |

How long has the person been using this particular brand or
label?

| | [Select Unit of Measure ¥

How long has the person been using this type of tobacco
product?

| | [Select Unit of Measure A

How long has the person been using any type of tobacco
product?

| | [Select Unit of Measure ¥ |

Did the person continue to use this tobacco prnduct after the
problem started?

0 e 0 No 0 Unknown

Did this same or similar problem happen again after repeat use
of the tobacco product?

) WA - Person did not

(D) Yasg ) No () Unknown
restart use






What helptd ‘the affected parsan to learn how to use this
product? (select all that apply)

O The product manufacturer provided inStructions

O The stare {retailer) provided instructions

O & friend taught the person

O The person was self-taught (or figured it out alomne)
[ Imstructions carme with the product

O The person had to ask questions and sesk instructions
O The instructions were in PErsan

O The instructions were by video [bedevision, ntermet)
O Unknown

O Other

Did the affected person follow the instructions for product
use?

() s, i full () Yes, in part ) No () Unknown

Save Cancel






Other Tobacco Products Used

This page is intentionally left blank in the mobile version

Other Tobacco Products Used
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Additional Information

Please describe anything else you think the FDA should know about this problem. Attachments may be added on the next page.

Additional Information

https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=a50e8578-b27c-4219-91af-47830575e586
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Menu

Attachments

* =Required Field
Please attach pictures of the product and any other supporting documentation. You may upload up to 5 (10 MB each) attachments per submission. The

following file extensions are permitted:
.doc,.docx,.pdf,.bmp,.qgif,.jpg,.jpeg, .png,.tif, .tiff, .txt, .rtf,.xlIs, .xIsx, .wpd

Audio and video files cannot be uploaded.

File Name Type Description

Click on the Add button to add an item

Add

Attachments

Menu

https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=a50e8578-b27c-4219-91af-47830575e586
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Report Submission Confirmation
Your initial Tobacco Product Report (Manufacturer, Concerned Citizen or Healthcare Professional), ID FPSR19862, was successfully submitted on 4/15/2020
9:50:53 AM EST to the FDA, and it was issued an Individual Case Safety Report Number (ICSR) of 2111433.

Since you submitted this report as a Guest user of the Portal, you will also need the following key to link this report to any subsequent follow up reports
you may want to associate with this report in the future.

Report Key: 650C2BE2-7CB89FCB-B586B517-308CDE30-4EE486ED-D57DC976-5A389DC2-49235B5F.

Thank you for using the Safety Reporting Portal.

View Report Return to
PDF Portal Home

View Report

https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=a50e8578-b27c-4219-91af-47830575e586
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