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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Describe your relationship
to the person who
experienced the health
problem

Problem Summary

<blank>

No

<blank>

United States

<blank>

Consumer/Concerned Citizen (FdaTPR)

Concerned citizen

No

| am her mother



Problem Start Date 11/03/2018
Problem End Date 11/03/2018

My daughter had recently started vaping in an effort to quit smoking.
On 11/3, she had a grand mal seizure. Subsequent neurological exams
showed no evidence of scarring or any other cause for the seizure. The
possibilities presented were: maternal hx of seizures (I had a seizure
disorder as a child, but do not take meds and haven't had a seizure in
over 25 years), quitting smoking/vaping, withdrawal from Percocet used
for oral surgery pain and a combination of all triggers. | heard on the
news this morning that the FDA is looking into the link between ecigs
and seizures, so wanted to report.

Please describe the health
problem or product problem.
The Attachments page

will accept uploads of any
records, pictures, or other
information.

Do any of these apply to the
health problem? (Select one None of the above
or more)

Treatment Received (select Healthcare Professional Visit, Emergency Room Visit Without Hospital
all that apply) Admission

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab

results, or blood work). MRI, CT Scan, EEG, full blood and urine panel
The Attachments page

will accept uploads of any

records, pictures, or other

information.

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

Select Unit of Time minute(s)

What is the current status of Recovered or Resolved
the health problem?

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?



Gender Female

Pregnant No

Race (Select all that apply) White

Ethnicity Not Hispanic or Latino
Crrenecd e oo R

Age of the person when the

problem occurred 24

Select Unit of Age year(s)

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

Recent dental surgery, so was just coming off opiates for pain, maternal
history of seizures. No other health problems; generally healthy.

Medications and Supplements

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

Advil, Percocet, Tylenol for pain due to dental surgery. Day of the
seizure was the first day off meds.

What are the main symptoms or health problems?

Term describing the health

problem Seizure grand mal

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype .
vaporizer



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)

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

Describe other e-liquid
flavor(s)

Was the e-liquid dripped on
to the atomizer or heating
element?

Full Tobacco Product Name,

including Brand and Sub-
Brand (if unknown, please
enter "unknown")

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

Any other identifying
tobacco product codes (for
example, SKU, item/catalog

number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco
product?

Where is the tobacco
product now?

Uses a tank or tank system

Purchased for use in a capsule, tank or refillable cartridge

Nicotine, Flavor(s)

Other

Unknown. This was a while ago and she has not used it since.

Unknown

Unknown

11/02/2018

<blank>

Don't Know

<blank>

<blank>

User/Consumer has the product



How was this product

acquired? In a Store
Do you know where the

product was purchased? <blank>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco No
product when used?

Did the problem occur with
first time use of the tobacco No
product?



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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Weeks(s)

Hour(s)

Weeks(s)

No

N/A - Person did not restart use

No

Tobacco Product Parts

Other Products Used

Other Tobacco Products



Additional Information

Attached Files

None



REPORT INFORMATION

Report Profile

Report Version FPSR.FDA.CTP.V.V3
Report Category Tobacco Product Report V3
Submitted 2019-04-03

FDAICSR ID (b) (6) |

FO"OWUp by using your _
account

Proxy Report Information (not applicable if this is not a proxy

report)

Report Identifying Information

Create a name to help you

find this report i the future [}

(max length: 50 characters)
Regulatory Status Voluntary
Type of Submission Initial

What type of report are you Health Problem associated with a tobacco product (not associated with
submitting? a product problem or defect)


http:FPSR.FDA.CTP.V.V3

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






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.

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

Treatment Received (select
all that apply)

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.

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

12/18/2018
03/14/2019

My teen daughter had her first of three seizures on (or around)
12/18/18. Cat Scan, blood tests, MR, all normal. She had the seizure
at school in computer class. She had a second seizure in June of 2018.
She was in a car with 3 other teens going to a local festival. After the
second seizure, two different types of EEG tests were ran, a sleep-
deprived EEG, and one that she wore the equipment for almost 72
hours. All tests were normal. She was then cleared to drive. She had
her third seizure March 14 2019 WHILE DRIVING home from a friend's
house. Again, ALL TESTS WERE NORMAL. She is now on Keppra

to control seizures. PRECEDING ALL THREE SEIZURES, SHE HAD
USED THE JUUL. That is the only common thing between all three
occurrences. Her neurologist is planning to keep her on the Keppra and
insists that in addition to waiting 6 more months before she drive again
that she quit using the JUUL. After seeing the announcement that the
FDA is investigating e-cigarette use and seizures, especially in teens,

| wanted to share this information. No other test we have ran to this
point has explained why she was having these seizures, so this could
potentially be causing enough over-stimulation to cause her seizures.

None of the above

Healthcare Professional Visit, Emergency Room Visit Without Hospital
Admission

She had 3 ER Vvisits after each seizure. MRI's, CAT Scans, EEG's,
blood tests and urine tests were ran and all were normal. She is now on
a daily dose of 750mg of Keppra and ordered to stop using the JUUL.

18

month(s)

Unknown



Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were

affected? <blank>
Gender Female
Pregnant <blank>

Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 16

Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription

medications, over-the-

counter medications,

vitamins, and/or Zoloft, Lithium
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizures



Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype .
vaporizer

Select all that apply to

the electronic cigarette,

electronic nicotine or vaping <blank>
product (including electronic
waterpipe)

Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette, <blank>
electronic nicotine or vaping

product

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

apply)

Nicotine

Was the e-liquid dripped on
to the atomizer or heating Yes
element?

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

JUUL

When did the person

purchase this product? <blank>

UNIVERSAL PRODUCT

CODE (UPC) from Label <blank>

Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog | do not know how my teen was acquiring the JUUL as she is NOT 18
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>
product?



Where is the tobacco

product now? <blank>
How was this product <blank>
acquired?

Do you know where the No
product was purchased?
Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco Unknown
product when used?



Describe what substances
are being mixed with the
tobacco product

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

<blank>

No

Year(s)

Month(s)

Year(s)

Yes

Yes

No

Tobacco Product Parts

Other Products Used



Other Tobacco Products

Additional Information

Attached Files

None





http:FPSR.FDA.CTP.V.V3

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



Contact Information - Sender

Organization Name

Confirm Email

First Name

Last Name

Did you report the problem No

to the manufacturer?

Job Title <blank>

Phone

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

Country United States
Street Address Line 1

Street Address Line 2 <blank>
City/Town

State

ZIP/Postal Code

Sender Category Consumer/Concerned Citizen (FdaTPR)

Consumer/Concerned
Citizen Type (select all that Consumer, Concerned citizen

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Yes

Problem Summary

Product Problem Type

(select all that apply) Other

Describe the other product

problem Health issue.



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

Describe the other setting
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.

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

Treatment Received (select
all that apply)

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.

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

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

One person using one or more product(s), Public indoor location (office,
store, mall, restaurant, bar, school, sports arena), Other

Denver International Airport
01/18/2019
01/18/2019

| had a grand mal seizure in the Denver International airport. There are
reports that JUUL is being linked with the cause of the seizures. My
seizure is registered with a Neurologist after being seen and concluded
with no real cause of what happened. | think it is associated with using
the JUUL as an alternative smoke.

Lasting disability or other permanent health problem

Healthcare Professional Visit, Emergency Room Visit Without Hospital
Admission

Catscan, MRI, and Neurologist visit. | was admitted to the University
of Colorado after having the seizure. They released me after about
roughly three hours.

<blank>

<blank>

<blank>

User(s)



How many users were 1
affected?

Gender Male
Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the
22
problem occurred

Select Unit of Age year(s)

Please list any known pre-
existing health problems for None.
the affected person

Medications and Supplements

Please list the prescription

medications, over-the-

counter medications,

vitamins, and/or Multi Vitamin
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Tonic-clonic seizures

Tobacco Products

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



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)

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

Was the e-liquid dripped on
to the atomizer or heating
element?

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

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

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

What is the country of
manufacture of the tobacco
product?

Where is the tobacco
product now?

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal
vaporizer

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

<blank>

Nicotine, Flavor(s), Propylene Glycol

Mint (such as wintergreen or spearmint)

Unknown

JUUL

06/07/2018

<blank>

Don't Know

<blank>

United States

Product was discarded



How was this product

acquired? Online Order
Do you know where the No

product was purchased?

Manufacturer Name Other

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Manufacturer Name (Other) JUUL

Country United States
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>

Email Address <blank>



Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Inhaled (smoked or vaped)

Every Day

No

No

Year(s)

10

Day(s)

Year(s)

No

N/A - Person did not restart use

No

Tobacco Product Parts



Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

Yes

Other Tobacco Products

Additional Information

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

| think that the JUUL is the cause of my seizure | had on January 18,
2019.

Attached Files

None





http:FPSR.FDA.CTP.V.V3

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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date
Problem End Date

Please describe the health

<blank>

»e
(0) (6)

(b) (6)]

N

) ©
(b) 6) |

»e

United States

<blank>
Consumer/Concerned Citizen (FdaTPR)

Consumer

Yes

10/16/2018
10/16/2018

| was using a Juul E Cigarette device and after 1 hit of it, | blacked out

problem or product problem. and I'm pretty sure | had a seizure.



The Attachments page
will accept uploads of any
records, pictures, or other
information.

Do any of these apply to the
health problem? (Select one None of the above
or more)

Treatment Received (select

all that apply) Self-Treated

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.

After waking up, | drank lots of water and a gatorade and went to bed
as | felt completely awful.

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

Select Unit of Time hour(s)

What is the current status of Recovered or Resolved
the health problem?

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

Gender Male
Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _



Age of the person when the

problem occurred 16

Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or none
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype !
vaporizer

Select all that apply to

the electronic cigarette,

electronic nicotine or vaping Uses prefilled cartridge, cart, cartomizers or carto.
product (including electronic

waterpipe)

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

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

Nicotine, Flavor(s), Propylene Glycol

Was the e-liquid dripped on
to the atomizer or heating No
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please PAXLABS JUUL
enter "unknown")

When did the person

purchase this product? 03/01/2018
UNIVERSAL PRODUCT 819913011375

CODE (UPC) from Label

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco United States
product?

Where is the tobacco

product now? Product was discarded

How was this product From a Friend

acquired?

Do you know where the No
product was purchased?
Manufacturer Name Other

Tobacco Product Packaging and Portions



Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Manufacturer Name (Other) Juul

Country United States
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Rarely

Are other substances being
mixed in with the tobacco No
product when used?



Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

No

Month(s)

Second(s)

Month(s)

No

N/A - Person did not restart use

No

Tobacco Product Parts

Other Products Used

Has the affected person

used other tobacco products

(either currently or in the
past)?

No



Other Tobacco Products

Additional Information

Please describe anything
else you think the FDA
should know about this
problem. Attachments may

be added on the next page.

Attached Files

None

Please only contact me VIA email as | am still underage and do not
want my parents knowing about this issue that | had. | currently no
longer use the product and never will again after this incident.



REPORT INFORMATION

Report Profile

Report Version FPSR.FDA.CTP.V.V3
Report Category Tobacco Product Report V3
Submitted 2019-04-03

FDAICSR ID (b) (6) |

Followup by using your _
account

Proxy Report Information (not applicable if this is not a proxy

report)

Report Identifying Information

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

Regulatory Status Voluntary
Type of Submission Initial

What type of report are you Health Problem associated with a tobacco product (not associated with
submitting? a product problem or defect)


http:FPSR.FDA.CTP.V.V3

Did you report this problem
somewhere else (outside Yes
SRP)?

Describe who the problem

was reported to Doctors



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Describe other consumer/
concerned citizen type

Are you the person

who experienced health
problems associated with a
tobacco product?

Describe your relationship
to the person who
experienced the health
problem

<blank>

<blank>

United States

<blank>

Consumer/Concerned Citizen (FdaTPR)

Other, Consumer, Concerned citizen

Parent

No

Father



Problem Summary

Problem Start Date 01/04/2019
Problem End Date 04/03/2019

Please describe the health
problem or product problem.
The Attachments page

will accept uploads of any
records, pictures, or other
information.

Grand mal seizures due to nicotine intoxication

Do any of these apply to the Lasting disability or other permanent health problem, Life threatening,
health problem? (Select one Hospitalization (overnight or longer), Needed treatment to prevent
or more) permanent harm

Treatment Received (select Healthcare Professional Visit, Emergency Room Visit Without Hospital
all that apply) 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.

currently now diagnosed with epilepsy. no seizure activity prior to
smoking e cigarettes and juuls

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

(if ongoing) how long has it <blank>
lasted so far?

Select Unit of Time <blank>
What is the current status of <blank>

the health problem?

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were 1
affected?



Gender Male

Race (Select all that apply) White

Ethnicity Not Hispanic or Latino
Birth date of the person who

experienced the problem _

Age of the person when the

problem occurred 15

Select Unit of Age year(s)

none, had an abnormal EEG but had not been diagnosed with epilepsy
until after first grand mal seizure where he had been HEAVILY VAPING
for several months. Second grand mal he also had been heavily vaping
and vaping heavily 5 minutes before the seizure.

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 <blank>
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizures

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype .
vaporizer



Select all that apply to
the electronic cigarette,

electronic nicotine or vaping
product (including electronic

waterpipe)

How has the electronic

cigarette, electronic nicotine

or vaping product been
modified by the user?
(select all that apply)

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)

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

Was the e-liquid dripped on
to the atomizer or heating
element?

Full Tobacco Product Name,

including Brand and Sub-
Brand (if unknown, please
enter "unknown")

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

Any other identifying
tobacco product codes (for
example, SKU, item/catalog

number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco
product?

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), Power (watts) can
be changed or adjusted, Button activated, Puff/flow activated

<blank>

<blank>

Nicotine, Flavor(s)

Tobacco, Mint (such as wintergreen or spearmint), Fruit, Combination/
mixture of flavors

Unknown

jul

09/03/2018

<blank>

Don't Know

<blank>

United States



Where is the tobacco

product now? Product was discarded

How was this product

acquired? From a Friend

Do you know where the

product was purchased? No

Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco Unknown
product when used?



Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

No

Month(s)

Week(s)

Month(s)

Yes

Yes

No

Tobacco Product Parts

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

Tobacco Product Part Type

When was this tobacco
product part purchased or
acquired?

UNIVERSAL PRODUCT
CODE (UPC) from Label

jul

Cartridge

09/10/2018

<blank>



Any other identifying
tobacco product part

codes(e.g. SKU, item/catalog

number)

What is the country of

manufacture of the tobacco

product part?

Where is the tobacco
product part now?

Do you know who

manufactured this tobacco

product part?

Tobacco Product Part Purchase Location

How was this tobacco
product part acquired?

Purchase Location Name
Country

Phone

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code

Web Address

Email Address

Tobacco Product Part Manufacturer Information

State

State/Province

<blank>

United States

Product was discarded

No

From a Friend

school

United States
<blank>
<blank>
<blank>
oklahoma city
Ohio

<blank>
<blank>

<blank>

<blank>

<blank>



Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

No

Other Tobacco Products

Additional Information

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

Vaping has almost killed my 15 year old son. He never had a seizure
until vaping. His first two seizures were directly after heavily vaping.

Attached Files

None





http:FPSR.FDA.CTP.V.V3

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

Describe who the problem

was reported to <blank>



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date
Problem End Date

Please describe the health

problem or product problem.

<blank>

No

<blank>

<blank>

United States
<blank>
<blank>
<blank>

<blank>

Consumer/Concerned Citizen (FdaTPR)

Consumer

Yes

02/09/2018

<blank>

onset of seizures



The Attachments page
will accept uploads of any
records, pictures, or other
information.

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

Hospitalization (overnight or longer), Needed treatment to prevent
permanent harm

Treatment Received (select

all that apply) Healthcare Professional Visit

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab

results, or blood work). MRI, CT scan, blood tests
The Attachments page

will accept uploads of any

records, pictures, or other

information.

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

Select Unit of Time year(s)

What is the current status of

the health problem? Not Recovered or Unresolved

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were

affected? <blank>
Gender Female
Pregnant No

Race (Select all that apply) Asian
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _



Age of the person when the

problem occurred 32

Select Unit of Age year(s)

Please list any known pre-
existing health problems for no pre-existing health conditions
the affected person

Medications and Supplements

Please list the prescription

medications, over-the-

counter medications,

vitamins, and/or birth control medication, cranberry vitamins
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizures

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype !
vaporizer

Select all that apply to

the electronic cigarette, Rechargeable product, Uses refillable cartridge, cart, cartomizers or
electronic nicotine or vaping carto (that are filled by the user), Uses a tank or tank system, Button
product (including electronic activated

waterpipe)

Select all that apply to the e-
liquid, e-juice or vape juice  Purchased for use in a capsule, tank or refillable cartridge
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)

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

Was the e-liquid dripped on
to the atomizer or heating
element?

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

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

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

What is the country of
manufacture of the tobacco
product?

Where is the tobacco
product now?

How was this product
acquired?

Do you know where the
product was purchased?

Manufacturer Name

Nicotine, Coloring Agents, Flavor(s)

Menthol, Fruit, Combination/mixture of flavors

Yes

Volcano Premium Eliquid

01/24/2018

<blank>

No

<blank>

United States

User/Consumer has the product

In a Store

Yes

<blank>

Tobacco Product Packaging and Portions



Manufacturer Investigation Information

Tobacco Product Purchase Location

Purchase Location Name <blank>
Country <blank>
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco No
product when used?



Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

No

Year(s)

Hour(s)

Year(s)

Yes

Yes

No

Tobacco Product Parts

Other Products Used

Has the affected person

used other tobacco products

(either currently or in the
past)?

Yes



Other Tobacco Products

Tobacco Product Type Cigarette

Full Tobacco Product Name
including Brand and Sub-

Brand (if unknown, please  ~>12"K”
enter "unknown")
Is the tobacco product NG

currently being used?

Additional Information

Please describe anything

else you think the FDA

should know about this <blank>
problem. Attachments may

be added on the next page.

Attached Files

None



REPORT INFORMATION

Report Profile

Report Version FPSR.FDA.CTP.V.V3
Report Category Tobacco Product Report V3
Submitted 2019-04-03

FDAICSR ID (b) (6) |

Followup by using your _
account

Proxy Report Information (not applicable if this is not a proxy

report)

Report Identifying Information

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

Regulatory Status Voluntary
Type of Submission Initial

What type of report are you Health Problem associated with a tobacco product (not associated with
submitting? a product problem or defect)


http:FPSR.FDA.CTP.V.V3

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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Describe other consumer/
concerned citizen type

Are you the person

who experienced health
problems associated with a
tobacco product?

Describe your relationship
to the person who
experienced the health
problem

<blank>

<blank>

<blank>

United States

<blank>

Consumer/Concerned Citizen (FdaTPR)

Other, Concerned citizen

PARENT

No

Mother



Problem Summary

Problem Start Date 10/13/2018
Problem End Date <blank>

My son had his first seizure on 10/13, another one on 10/14. Went into
Please describe the health hospital for testing for 4 days. No cause was found. Had another 3
problem or product problem. seizures on 11/22, and another 2 on 11/23. As more and more news

The Attachments page reports come out relating seizures to vaping, and knowing my son was
will accept uploads of any vaping excessively, and also vaping extremely high potency nicotine-
records, pictures, or other | truly believe his seizures are the cause of vaping. He had NO other
information. health issues. Now has a epileptologist and is on medication for a

minimum of two years, and will continually be tested.

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

Life threatening, Hospitalization (overnight or longer), Needed treatment
to prevent permanent harm

Treatment Received (select Healthcare Professional Visit, Emergency Room Visit Without Hospital
all that apply) Admission, Other

Please describe treatment

the person received, Ambulance to ER with 1st seizure. He was released after CT scan,
including results of any blood tests. Couldn't find cause of seizures. Another ambulance visit to
tests (such as x-rays, lab ER same night. Admitted for 4 days. Multi day EEG, MRI, blood tests,
results, or blood work). urine tests. Still could find no cause. 11/22- 3 seizures. Chipped 1/2 his
The Attachments page tooth off that required visit to dentist to fix. 11/23 2 seizures. Visit to ER

will accept uploads of any to get hydrated as couldn't stop having seizures which were stuck in a
records, pictures, or other loop with constant vomiting.
information.

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

Select Unit of Time month(s)

What is the current status of
the health problem? Not Recovered or Unresolved

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)



How many users were
affected?

Gender Male
Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 17

Select Unit of Age year(s)

Please list any known pre-
existing health problems for Random migraines. Unrelated.
the affected person

Medications and Supplements

Please list the prescription

medications, over-the-

counter medications,

vitamins, and/or Sometimes took Tylenol or Excedrin Migraine for headaches.
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Tonic-clonic seizures

Tobacco Products

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

Tobacco Product Subtype E-liquid, e-juice or vape juice (purchased separately)



Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette, Purchased for use in a capsule, tank or refillable cartridge
electronic nicotine or vaping

product

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

apply)

Nicotine, Flavor(s), Glycerin, Propylene Glycol

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

Was the e-liquid dripped on
to the atomizer or heating Unknown
element?

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

Mad Hatter Salts Luau Lemonade flavor, Juul, I'm sure others.

When did the person

purchase this product? /12018

UNIVERSAL PRODUCT

CODE (UPC) from Label <blank>

Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco United States
product?

Where is the tobacco

product now? User/Consumer has the product

How was this product

acquired? Other
If other, please describe Unknown. My son was under 18 so no idea how he got it.
Do you know where the No

product was purchased?

Manufacturer Name Other



Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Manufacturer Name (Other) Mad Hatter

Country United States

Phone <blank>

Street Address Line 1 19801 Nordhoff PI

Street Address Line 2 #105

City/Town Chatsworth

State California

ZIP/Postal Code 91311

Web Address www.madhatterjuice.com
Email Address info@madhatterjuice.com

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day



Are other substances being
mixed in with the tobacco <blank>
product when used?

Did the problem occur with
first time use of the tobacco No
product?

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

Select Unit of Measure <blank>

How soon after the tobacco
product was last used did <blank>
the problem occur?

Select Unit of Measure <blank>

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

Select Unit of Measure <blank>

Did the person continue to
use this tobacco product Unknown
after the problem occurred?

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

<blank>

Did the person change

the product in any way

before using it (for example, <blank>
removing a filter from a

cigarette)?

Tobacco Product Parts

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

Suorin Air

Tobacco Product Part Type Other

Description of Other

Tobacco Product Part Type Pod System



When was this tobacco
product part purchased or <blank>
acquired?

UNIVERSAL PRODUCT

CODE (UPC) from Label <blank>
Any other identifying
tobacco product part <blank>

codes(e.g. SKU, item/catalog
number)

What is the country of
manufacture of the tobacco <blank>
product part?

Where is the tobacco

product part now? <blank>

Do you know who
manufactured this tobacco  <blank>
product part?

Tobacco Product Part Purchase Location

How was this tobacco

product part acquired? <blank>
Purchase Location Name <blank>
Country United States
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Part Manufacturer Information



State

State/Province

<blank>

<blank>

Other Products Used

Has the affected person

used other tobacco products

(either currently or in the
past)?

Yes

Other Tobacco Products

Tobacco Product Type

Tobacco Product Subtype

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

Is the tobacco product
currently being used?

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)

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

vaporizer

Juul

<blank>

Additional Information

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

| truly believe my son's seizures were caused by vaping. The day of

the first seizure he had told the ER he was 'vaping all day'. He is 18
now and | am not aware if he is still vaping. | believe that the vaping

he was doing was out of control as he was a nicotine addict, and this
caused his seizure disorder. He's not diagnosed with Epilepsy. His
epileptologist is aware that there may be a link between vaping and
seizures- whether they cause them directly or they are a trigger. My son
has a 15 year old younger brother who is also into this- it really must be
stopped.



Attached Files

FILENAME
Description of Attachment

Attachment Type

FILENAME
Description of Attachment

Attachment Type

FILENAME
Description of Attachment

Attachment Type

FILENAME
Description of Attachment

Attachment Type

FILENAME
Description of Attachment

Attachment Type
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Did you report this problem
somewhere else (outside No
SRP)?



Contact Information - Sender

Organization Name <blank>
Confirm Email (©)©) |
First Name .
Last Name (b) (6))
No

Did you report the problem
to the manufacturer?

Job Title <blank>
Phone

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

Country United States
Street Address Line 1

Street Address Line 2 <blank>
City/Town

State

ZIP/Postal Code

Sender Category Consumer/Concerned Citizen (FdaTPR)
Consumer/Concerned

Citizen Type (select all that Consumer

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Product Problem Type Damaged, broken, or defective product, Leaked, Damaged, broken or
(select all that apply) defective part



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

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.

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

Treatment Received (select
all that apply)

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.

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

Who was affected by this
tobacco problem? (Select

One person using one or more product(s), Public outdoor location
(park, stadium, hiking trail)

06//2015
06//2015

This was a few years ago but | just found out about this page, a friend
of mine who works in public health education forwarded it to me as they
were told about this incident immediately after it occurred in 2015. |

had just started using e-cigs in their first forms, and the company who
sold mine to me suggested using a refillable cartridge in order to cut
down on waste and costs. The first time | used it, before | had ever
even refilled it, | was out on the town with a date and the moment |
started inhaling | immediately blacked out and fainted. | had not been
consuming alcohol. When | came to moments later date was so freaked
they nearly called an ambulance, | was lucky | hadn't hurt my head in
the fall. We left and when | got home we realized it was the e-cig that
caused it after we looked up nicotine poisoning symptoms.

<blank>

Self-Treated

<blank>

30

minute(s)

Recovered or Resolved

User(s)



one) (Please submit a
separate report for each
affected person, if possible.)

How many users were

affected?
Gender Female
Pregnant No

Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 33

Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or <blank>
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Unconsciousness



Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype .
vaporizer

Select all that apply to

the electronic cigarette,
electronic nicotine or vaping
product (including electronic
waterpipe)

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

Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette, Purchased for use in a capsule, tank or refillable cartridge
electronic nicotine or vaping

product

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

apply)

Nicotine, Flavor(s)

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

Was the e-liquid dripped on
to the atomizer or heating No
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Unknown
enter "unknown")

When did the person

purchase this product? 06//2015
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)



What is the country of
manufacture of the tobacco <blank>

product?

Where is the tobacco <blank>
product now?

How was this product

acquired? <blank>
Do you know where the

product was purchased? <blank>
Manufacturer Name Other

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Manufacturer Name (Other) <blank>

Country <blank>
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>

ZIP/Postal Code <blank>



Web Address
Email Address

<blank>

<blank>

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Inhaled (smoked or vaped)

Every Day

No

Yes

<blank>

<blank>

60

Day(s)

<blank>

<blank>

No

N/A - Person did not restart use

No



Tobacco Product Parts

Other Products Used

Other Tobacco Products

Additional Information

Attached Files

None



REPORT INFORMATION

Report Profile

Report Version FPSR.FDA.CTP.V.V3
Report Category Tobacco Product Report V3
Submitted 2019-04-03

FDAICSR ID (b) (6) |

Followup by using your _
account

Proxy Report Information (not applicable if this is not a proxy

report)

Report Identifying Information

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

Regulatory Status Voluntary
Type of Submission Initial

What type of report are you Health Problem associated with a tobacco product (not associated with
submitting? a product problem or defect)


http:FPSR.FDA.CTP.V.V3

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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Describe your relationship
to the person who
experienced the health
problem

Problem Summary

No

Na

United States

<blank>

Consumer/Concerned Citizen (FdaTPR)

Concerned citizen

No

Father



Problem Start Date 08/12/2013
Problem End Date 08/12/2017

Please describe the health

problem or product problem.

The Attachments page Seizures starting in 2013 and currently having them. Son was vaping
will accept uploads of any during years involved.

records, pictures, or other

information.

Do any of these apply to the Lasting disability or other permanent health problem, Adverse
health problem? (Select one pregnancy outcome including birth defects, Hospitalization (overnight or
or more) longer), Needed treatment to prevent permanent harm

Treatment Received (select

all that apply) Healthcare Professional Visit

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab

results, or blood work). On seizure meds
The Attachments page

will accept uploads of any

records, pictures, or other

information.

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

(if ongoing) how long has it <blank>
lasted so far?

Select Unit of Time <blank>
What is the current status of <blank>

the health problem?

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

Gender Male

Race (Select all that apply) White



Ethnicity Not Hispanic or Latino
Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 15

Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or None
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Focal seizures

Tobacco Products

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

Tobacco Product Subtype E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

vaporizer
Select all that apply to Disposable (non-refillable) product, Rechargeable product, Uses
the electronic cigarette, prefilled cartridge, cart, cartomizers or carto., Uses refillable cartridge,

electronic nicotine or vaping cart, cartomizers or carto (that are filled by the user), Uses a tank



product (including electronic or tank system, Modified: the original product was modified, Button
waterpipe) activated, Puff/flow activated

How has the electronic
cigarette, electronic nicotine
or vaping product been
modified by the user?
(select all that apply)

The battery or power source has been changed, The heating element
or atomizer has been changed, The tank system has been changed

Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette, <blank>
electronic nicotine or vaping

product

Describe the e-liquid mix <blank>

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

apply)

What type(s) of flavor(s)
does the e-liquid contain? Fruit, Candy or Chocolate
(select all that apply)

Nicotine, Flavor(s), Glycerin

Was the e-liquid dripped on
to the atomizer or heating Unknown
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Various.
enter "unknown")

When did the person

purchase this product? 04/03/2019
UNIVERSAL PRODUCT e hane

CODE (UPC) from Label

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for
example, SKU, item/catalog No
number, manufacturing date/
batch code)

What is the country of
manufacture of the tobacco United States
product?

Where is the tobacco

product now? User/Consumer has the product



How was this product

acquired? In a Store
Do you know where the Yes
product was purchased?

Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Purchase Location Name <blank>
Country <blank>
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Manufacturer Information



Tobacco Product Use Details

How was the tobacco

product used? <blank>

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco No
product when used?

Did the problem occur with
first time use of the tobacco Yes
product?

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

Select Unit of Measure <blank>

How soon after the tobacco
product was last used did <blank>
the problem occur?

Select Unit of Measure Hour(s)

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

Select Unit of Measure <blank>

Did the person continue to
use this tobacco product Yes
after the problem occurred?

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

Yes

Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts



Other Products Used

Other Tobacco Products

Additional Information

Attached Files

None





http:FPSR.FDA.CTP.V.V3

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



Contact Information - Sender

Organization Name <blank>
Confirm Email <blank>
First Name <blank>
Last Name <blank>

Did you report the problem

to the manufacturer? No
Job Title <blank>
Phone <blank>

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

Country United States

Street Address Line 1 <blank>

Street Address Line 2 <blank>

City/Town <blank>

State <blank>

ZIP/Postal Code <blank>

Sender Category Consumer/Concerned Citizen (FdaTPR)
Consumer/Concerned

Citizen Type (select all that Consumer

apply)

Are you the person
who experienced health

problems associated with a Yes
tobacco product?

Problem Summary
Problem Start Date <blank>
Problem End Date <blank>

Please describe the health Had hit juul a few times prior to falling asleep, have been juuling
problem or product problem. for about 1 year with no health problems. Started to flail around a



The Attachments page
will accept uploads of any
records, pictures, or other
information.

few hours after, with eyes rolling around in back of head and non
responsive for about 30 minutes. "Woke up" in back of ambulance and
was taken to ER to have fluids given and tests ran.

Do any of these apply to the
health problem? (Select one None of the above
or more)

Treatment Received (select

all that apply) Emergency Room Visit Without Hospital Admission

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

(if ongoing) how long has it 45
lasted so far?
Select Unit of Time minute(s)

What is the current status of

the health problem? Recovered or Resolved

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

Gender Male

Race (Select all that apply)  White

Ethnicity Not Hispanic or Latino
Birth date of the person who

experienced the problem _

Age of the person when the

problem occurred 7

Select Unit of Age year(s)

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



Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or <blank>
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Eyes rolling

What are the main symptoms or health problems?

Term describing the health

problem Other

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype !
vaporizer

Select all that apply to

the electronic cigarette,
electronic nicotine or vaping
product (including electronic
waterpipe)

Rechargeable product, Uses prefilled cartridge, cart, cartomizers or
carto., Puff/flow activated

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

What type(s) of flavor(s)
does the e-liquid contain? Tobacco, Menthol, Mint (such as wintergreen or spearmint), Fruit
(select all that apply)

Nicotine, Flavor(s), Propylene Glycol

Was the e-liquid dripped on
to the atomizer or heating Unknown
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (|f unknown, please Juul Labs
enter "unknown")

When did the person

purchase this product? <blank>
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>
product?

Where is the tobacco

product now? User/Consumer has the product

How was this product

acquired? In a Store
Do you know where the

product was purchased? <blank>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions



Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco No
product when used?

Did the problem occur with
first time use of the tobacco No
product?

How long has the person
been using this type of 1
tobacco product?

Select Unit of Measure Year(s)

How soon after the tobacco
product was last used did 5
the problem occur?

Select Unit of Measure Hour(s)

How long has the person
been using this particular 1
brand or label?



Select Unit of Measure Year(s)

Did the person continue to
use this tobacco product No
after the problem occurred?

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

N/A - Person did not restart use

Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts

Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

Yes

Other Tobacco Products

Tobacco Product Type Cigarette
Tobacco Product Subtype <blank>

Full Tobacco Product Name
including Brand and Sub-

Brand (if unknown, please  ~>2"K”
enter "unknown")
Is the tobacco product NG

currently being used?



Other Tobacco Products

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

Tobacco Product Subtype <blank>

Full Tobacco Product Name
including Brand and Sub-

Brand (if unknown, please <blank>
enter "unknown")
Is the tobacco product Yes

currently being used?

How is the tobacco product

used? Inhaled (smoked or vaped)

On average, how often is the

tobacco product used? <blank>

Additional Information

Please describe anything

else you think the FDA

should know about this <blank>
problem. Attachments may

be added on the next page.

Attached Files

None





http:FPSR.FDA.CTP.V.V3

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



Contact Information - Sender

Organization Name <blank>
Confirm Email <blank>
First Name <blank>
Last Name <blank>

Did you report the problem

to the manufacturer? <blank>
Job Title <blank>
Phone <blank>

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

Country <blank>

Street Address Line 1 <blank>

Street Address Line 2 <blank>

City/Town <blank>

State <blank>

ZIP/Postal Code <blank>

Sender Category Consumer/Concerned Citizen (FdaTPR)
Consumer/Concerned

Citizen Type (select all that Consumer

apply)

Are you the person
who experienced health

problems associated with a Yes

tobacco product?

Problem Summary

Problem Start Date <blank>

Problem End Date <blank>

Please describe the health | experienced three seizures, and i believe they all may have been

problem or product problem. related to juuling. My first seizure occured in the freezing cold of 2017



The Attachments page
will accept uploads of any
records, pictures, or other
information.

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

Treatment Received (select
all that apply)

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

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

How many users were
affected?

Gender
Race (Select all that apply)
Ethnicity

Birth date of the person who
experienced the problem

Age of the person when the
problem occurred

Select Unit of Age

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

in december. My mom found me passed out in the driveway in subzero
temps. We didn't even know it occured until | had another one in the
summer of that year. All | know is that in all 3 incididents | had hit my
juul within 15 minutes of the seizure occuring.

Life threatening

Emergency Room Visit Without Hospital Admission

year(s)

Not Recovered or Unresolved

User(s)

Male
White

Not Hispanic or Latino

/12000

18

year(s)

ADHD



Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or Vyvanse
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure grand mal

Tobacco Products

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

Tobacco Product Subtype <blank>

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Juul
enter "unknown")

When did the person

purchase this product? <blank>
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)



What is the country of
manufacture of the tobacco <blank>
product?

Where is the tobacco

product now? <blank>
How was this product

acquired? <blank>
Do you know where the

product was purchased? <blank>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? <blank>



Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

Tobacco Product Parts

Other Products Used



Other Tobacco Products

Additional Information

Attached Files

None





http:FPSR.FDA.CTP.V.V3

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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Describe your relationship
to the person who
experienced the health
problem

<blank>

No

<blank>

United States
<blank>
<blank>

<blank>

<blank>

Consumer/Concerned Citizen (FdaTPR)

Consumer

Wife



Problem Summary

Product Problem Type
(select all that apply)

Describe the other product
problem

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

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.

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

Treatment Received (select
all that apply)

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

Who was affected by this
tobacco problem? (Select

Other

It caused my wife to pass out.

In the place where | live

03/14/2019
04/03/2019

My wife has been smoking an e-cigarette (Juul) for the past year. Last
month she passed out while in the shower and was unconscious for 2
minutes. | called 911 and we went to the emergency room. The doctors
did not know what happened and said she might have been dehydrated
so they let us go. A week went by and she continued to smoke the e-
cigarette and it happened again. She passed out a second time this
time only for 30 seconds but she fell and hit her head causing her to get
stitches above her eye. We still had to call 911 and go to emergency
room with no answers. My wife is healthy and has never had any of
these issues before. She is no longer smoking the e-cigarette and we
have had no issues since. | am not a medical expert but | know it was
cause by the Juul.

Life threatening, Hospitalization (overnight or longer)

Emergency Room Visit Without Hospital Admission

<blank>

week(s)

Recovered or Resolved

User(s)



one) (Please submit a
separate report for each
affected person, if possible.)

How many users were

affected?
Gender Female
Pregnant No

Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 35

Select Unit of Age year(s)

Please list any known pre-
existing health problems for None
the affected person

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or None
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Fainting



Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype .
vaporizer

Select all that apply to

the electronic cigarette,
electronic nicotine or vaping
product (including electronic
waterpipe)

Rechargeable product, Uses prefilled cartridge, cart, cartomizers or
carto.

Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette, Purchased in a non-refillable disposable cartridge
electronic nicotine or vaping

product

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

apply)

Nicotine, Flavor(s)

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

Was the e-liquid dripped on
to the atomizer or heating Unknown
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Juul

enter "unknown")

When did the person

purchase this product? 02/2412019
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)



What is the country of
manufacture of the tobacco
product?

Where is the tobacco
product now?

How was this product
acquired?

Do you know where the
product was purchased?

Manufacturer Name

United States

Product was discarded

In a Store

Yes

<blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Purchase Location Name
Country

Phone

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code

Web Address

Email Address

<blank>
United States
<blank>
<blank>
<blank>
<blank>

New York
<blank>
<blank>

<blank>



Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Inhaled (smoked or vaped)

Every Day

Unknown

No

<blank>

Month(s)

<blank>

Minute(s)

<blank>

Month(s)

No

N/A - Person did not restart use

No



Tobacco Product Parts

Other Products Used

Other Tobacco Products

Additional Information

Attached Files

None



REPORT INFORMATION

Report Profile

Report Version FPSR.FDA.CTP.V.V3
Report Category Tobacco Product Report V3
Submitted 2019-04-03

FDAICSRID

Followup by using your (o G
account

Proxy Report Information (not applicable if this is not a proxy

report)

Report Identifying Information

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

Regulatory Status Voluntary
Type of Submission Initial

What type of report are you Health Problem associated with a tobacco product (not associated with
submitting? a product problem or defect)


http:FPSR.FDA.CTP.V.V3

Did you report this problem

somewhere else (outside Yes

SRP)?

Describe who the problem Had two separate events that required hospital visit and afterwards
was reported to physician care



Contact Information - Sender

Organization Name <blank>

Confirm Email

First Name

Last Name

Did you report the problem No

to the manufacturer?

Job Title <blank>

Phone

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

Country United States
Street Address Line 1

Street Address Line 2 <blank>
City/Town

State

ZIP/Postal Code

Sender Category Consumer/Concerned Citizen (FdaTPR)
Consumer/Concerned

Citizen Type (select all that Consumer

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date 09/08/2018
Problem End Date 09/30/2018

Please describe the health Morning of September 8th while in the shower had a black out/seizure;
problem or product problem. confusion unable to talk, trouble walking. No memory of the event. This



The Attachments page
will accept uploads of any
records, pictures, or other
information.

also happened on Jan 22nd, 2019---last thing | remember is getting in
shower. Was found on floor by daughter four hours later. Same issues
as previously on Sept 8th

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

Treatment Received (select

all that apply) Other

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab ER visit with admission. Multiple tests during hospital and afterwards
results, or blood work). with neurologist. If interested | can provide reports but had many tests
The Attachments page done. And after 2nd event am still undergoing more tests.

will accept uploads of any

records, pictures, or other

information.

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

Select Unit of Time month(s)

What is the current status of Unknown
the health problem?

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were

affected? <blank>
Gender Female
Pregnant <blank>

Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _



Age of the person when the

problem occurred 57

Select Unit of Age year(s)

Please list any known pre-
existing health problems for High blood pressure arthritis back pain
the affected person

Medications and Supplements

Please list the prescription

medications, over-the-

counter medications,

vitamins, and/or tramadol, dicyclomine, gabapentin and losartin
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

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

Tobacco Product Subtype E-liquid, e-juice or vape juice (purchased separately)

Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette, Purchased in a non-refillable disposable cartridge
electronic nicotine or vaping

product

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

apply)

Nicotine



Was the e-liquid dripped on
to the atomizer or heating No
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Juul
enter "unknown")

When did the person

purchase this product? <blank>
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog Unknown if this is cause. Use Juul daily since August 20, 2018.
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco United States
product?

Where is the tobacco

product now? User/Consumer has the product

How was this product

acquired? In a Store
Do you know where the No
product was purchased?

Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information



Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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?

Inhaled (smoked or vaped)

Every Day

<blank>

No

<blank>

Month(s)

Week(s)

Month(s)

Yes

Yes



Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts

Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

Yes

Other Tobacco Products

Tobacco Product Type Cigarette

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

American spirit

Is the tobacco product
currently being used?

Additional Information

| only used for 2 weeks when first episode happened. During course
of testing | asked numerous time if this could be related to Juul usage.
| had never experienced anything close to the problem before. The
neurologist determined the first episode as a "one time neurological
event"---all the testing done was negative. The hospital doctors felt

it was medication realted. Four months later (01/22/2019) the same
type of episode/seizure occurred. Very scary and unsettling. | again
went under many tests at hospital and neurologist did not see anythign

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



Attached Files

None

that may have caused it. We asked again at hospital and neuro appt if
Juul could be related---was told they did not feel related at all and had
not heard of any of this type events related to e cigarettes. | have an
appointment on April 11th with the neurologist to get results of a 2 day
test (hoping something found) and where to from here. | saw the report
on Nightly News tonight and that is the reason | am reporting this now.

| have printed the story on Juul and seizures and will take to my neuro
at my appointment. | have many many test results if you are interested
in them. Sorry for the long winded response but my life has been turned
upside down by these recent events. Thank you.
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Did you report this problem
somewhere else (outside No
SRP)?



Contact Information - Sender

Organization Name
Confirm Email

First Name

Last Name

Did you report the problem
to the manufacturer?

No

Job Title

Phone <blank>

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

Country <blank>
Street Address Line 1

Street Address Line 2 <blank>
City/Town

State

ZIP/Postal Code

Sender Category Consumer/Concerned Citizen (FdaTPR)
Consumer/Concerned

Citizen Type (select all that Consumer, Concerned citizen

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date 06/20/2018
Problem End Date 04/03/2019
Please describe the health I have had multiple seizure like episodes as well as other neurological

problem or product problem. symptoms such as brain fog, slurring of speech, head burning and



The Attachments page
will accept uploads of any
records, pictures, or other
information.

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

Treatment Received (select
all that apply)

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.

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

Select Unit of Time

What is the current status of

the health problem?

Affected Person

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

How many users were
affected?

Gender

Pregnant

Race (Select all that apply)
Ethnicity

Birth date of the person who
experienced the problem

more.. This has been an on going thing for months and no doctor can
find out what's going on. This all started shortly after | started smoking
the JUUL.

Needed treatment to prevent permanent harm

Healthcare Professional Visit, Emergency Room Visit Without Hospital
Admission

| had 3 brain MRIs, an EEG, an EKG, a tilt table test, and blood work

10

month(s)

Not Recovered or Unresolved

User(s)

Female
No
White

Hispanic or Latino



Age of the person when the

problem occurred 23

Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or <blank>
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizures

What are the main symptoms or health problems?

Term describing the health

problem Slurred speech

What are the main symptoms or health problems?

Term describing the health

Tremor
problem



Tobacco Products

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

Tobacco Product Subtype <blank>

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Juul

enter "unknown")

When did the person

purchase this product? 05/30/2018
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco United States
product?

Where is the tobacco

product now? User/Consumer has the product

How was this product

acquired? <blank>
Do you know where the No
product was purchased?
Manufacturer Name <blank>

Tobacco Product Packaging and Portions



Manufacturer Investigation Information

Tobacco Product Purchase Location

Purchase Location Name <blank>
Country <blank>
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco No
product when used?

Did the problem occur with
first time use of the tobacco No
product?



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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

10

Month(s)

Month(s)

10

Month(s)

Yes

Yes

No

Tobacco Product Parts

Other Products Used

Other Tobacco Products



Additional Information

Attached Files

None
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Did you report this problem
somewhere else (outside No
SRP)?



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Describe your relationship
to the person who
experienced the health
problem

<blank>
<blank>
<blank>

<blank>
<blank>
<blank>
<blank>

<blank>

<blank>
<blank>
<blank>
<blank>
<blank>
<blank>

Consumer/Concerned Citizen (FdaTPR)

Concerned citizen

No

It was a friend of my son's



Problem Summary

Product Problem Type
(select all that apply)

Describe the other product
problem

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

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.

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

Treatment Received (select
all that apply)

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

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

How many users were
affected?

Other

<blank>

One person using one or more product(s), Public indoor location (office,
store, mall, restaurant, bar, school, sports arena)

02/27/2019

<blank>

My son's friend from school Vaped at school, had a seizure and began
vomiting and choking.

<blank>

<blank>

<blank>

<blank>

<blank>

User(s)



Gender Female

Pregnant Unknown

Race (Select all that apply) White

Ethnicity Not Hispanic or Latino
Birth date of the person who

experienced the problem <blank>
Age of the person when the

14
problem occurred
Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or <blank>
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

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

Tobacco Product Subtype <blank>



Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Unknown
enter "unknown")

When did the person

purchase this product? <blank>
UNIVERSAL PRODUCT <blank

CODE (UPC) from Label

Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>

product?

::'Zchitsnt::,;Obacco <blank>
homtiredn  produet <blank>
protuct was purchased? DT>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location



Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? <blank>

On average, how often is

this tobacco product used? <blank>

Are other substances being
mixed in with the tobacco <blank>
product when used?

Did the problem occur with
first time use of the tobacco <blank>
product?

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

Select Unit of Measure <blank>

How soon after the tobacco
product was last used did <blank>
the problem occur?

Select Unit of Measure <blank>

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

Select Unit of Measure <blank>

Did the person continue to
use this tobacco product <blank>
after the problem occurred?

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

<blank>

Did the person change

the product in any way

before using it (for example, <blank>
removing a filter from a

cigarette)?



Tobacco Product Parts

Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

Unknown

Other Tobacco Products

Additional Information

Please describe anything
else you think the FDA

should know about this [

problem. Attachments may
be added on the next page.

Attached Files

None
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Did you report this problem
somewhere else (outside No
SRP)?



Contact Information - Sender

Organization Name <blank>

Confirm Email

First Name

Last Name

Did you report the problem No

to the manufacturer?

Job Title <blank>

Phone

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

Country United States
Street Address Line 1

Street Address Line 2 <blank>
City/Town

State

ZIP/Postal Code

Sender Category Consumer/Concerned Citizen (FdaTPR)
Consumer/Concerned

Citizen Type (select all that Concerned citizen

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

No

Describe your relationship
to the person who
experienced the health
problem

One Student, 2 family friends

Problem Summary



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.

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

Treatment Received (select
all that apply)

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.

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

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

How many users were
affected?

Gender

Race (Select all that apply)

12/31/2018

<blank>

Student began experiencing seizures on New Year's Eve and is

currently being treated for such.

None of the above

Healthcare Professional Visit

<blank>

month(s)

Not Recovered or Unresolved

User(s)

Male
White



Ethnicity Not Hispanic or Latino
Birth date of the person who

experienced the problem <blank>
Age of the person when the

18
problem occurred
Select Unit of Age year(s)

Please list any known pre-
existing health problems for None
the affected person

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or None
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizures

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype .
vaporizer

Select all that apply to
the electronic cigarette, Uses prefilled cartridge, cart, cartomizers or carto.
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)

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

Was the e-liquid dripped on
to the atomizer or heating
element?

Full Tobacco Product Name,

including Brand and Sub-
Brand (if unknown, please
enter "unknown")

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

Any other identifying
tobacco product codes (for
example, SKU, item/catalog

number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco
product?

Where is the tobacco
product now?

How was this product
acquired?

Do you know where the
product was purchased?

Manufacturer Name

Purchased in a non-refillable disposable cartridge

Nicotine, Flavor(s)

Fruit

No

JUUL

09/05/2018

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>



Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

Inhaled (smoked or vaped)

Every Day

No

No

Month(s)

Month(s)



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

Select Unit of Measure <blank>

Did the person continue to
use this tobacco product Yes
after the problem occurred?

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

Yes

Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts

Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

No

Other Tobacco Products

Additional Information

Please describe anything
else you think the FDA
should know about this

Young person had not experienced any seizures previous to product
use.



problem. Attachments may
be added on the next page.

Attached Files

None
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Did you report this problem
somewhere else (outside No
SRP)?



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date
Problem End Date

Please describe the health

<blank>

No

<blank>

United States

<blank>

Consumer/Concerned Citizen (FdaTPR)

Concerned citizen

Yes

01/18/2018
04/04/2019

| believe vape smoking is the cause of my son's seizure. There is no

problem or product problem. history of any kind of seizures until now. He had stopped for a short



while and the seizures had stopped and upon reuse they began again.
The Attachments page He has been brought to the Hospital for every seizure and each time he
will accept uploads of any has had an inconclusive CAT scan. He also has had 2 EEG which also
records, pictures, or other came back inconclusive. We are still under the care of a neurologist.
information. They cant seem to find the reason for these seizure. | have always

suspected it was vaping related and have been very vocal about it.

Do any of these apply to the
health problem? (Select one None of the above
or more)

Treatment Received (select Healthcare Professional Visit, Emergency Room Visit Without Hospital
all that apply) Admission

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab

results, or blood work). 6 CAT scans and 2 EEG.
The Attachments page

will accept uploads of any

records, pictures, or other

information.

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

Select Unit of Time minute(s)

What is the current status of
the health problem? Not Recovered or Unresolved

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

Gender Male
Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _



Age of the person when the

problem occurred 15

Select Unit of Age year(s)

Please list any known pre-
existing health problems for none1/
the affected person

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or none
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Other

Tobacco Products

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

Tobacco Product Subtype E-liquid, e-juice or vape juice (purchased separately)

Select all that apply to the e-
liquid, e-juice or vape juice

for your electronic cigarette, Purchased in a non-refillable disposable cartridge

electronic nicotine or vaping
product

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

apply)

Flavor(s)



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

Was the e-liquid dripped on
to the atomizer or heating
element?

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

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

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

What is the country of
manufacture of the tobacco
product?

Where is the tobacco
product now?

How was this product
acquired?

Do you know where the
product was purchased?

Manufacturer Name

Menthol

Unknown

JUUL

01/18/2018

000000000000

Don't Know

<blank>

<blank>

Product was discarded

From a Friend

No

Other

Tobacco Product Packaging and Portions

Manufacturer Investigation Information



Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Manufacturer Name (Other) JUUL

Country <blank>
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco <blank>
product when used?

Did the problem occur with
first time use of the tobacco No
product?

How long has the person
been using this type of 1
tobacco product?



Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Year(s)

Month(s)

Year(s)

Yes

Yes

No

Tobacco Product Parts

Other Products Used

Has the affected person

used other tobacco products

(either currently or in the
past)?

No

Other Tobacco Products



Additional Information

Please describe anything

else you think the FDA

should know about this As a result of these seizures my son is currently under neurology care
problem. Attachments may

be added on the next page.

Attached Files

None
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Did you report this problem
somewhere else (outside No
SRP)?



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Describe other consumer/
concerned citizen type

Are you the person

who experienced health
problems associated with a
tobacco product?

Describe your relationship
to the person who
experienced the health
problem

<blank>

No

<blank>

United States

<blank>

Consumer/Concerned Citizen (FdaTPR)

Consumer, Concerned citizen, Other

PARENT

No

PARENT



Problem Summary

Product Problem Type
(select all that apply)

Describe the other product
problem

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

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.

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

Treatment Received (select
all that apply)

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.

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

Select Unit of Time

What is the current status of
the health problem?

Child safety hazard, Label issue, Other

Use of this product can cause a toxic ingestion of nicotine, seizures,
and erratic heart rates.

Public indoor location (office, store, mall, restaurant, bar, school, sports
arena)

01/04/2019
01/28/2019

After using a nicotine vape pen, my son experienced seizures.

None of the above

Healthcare Professional Visit, Emergency Room Visit Without Hospital
Admission, Other

2 Emergency Room visits 1 Hour EEG 24 Hour EEG Neurology Dr
Visits Cardiology Dr Visits Echocardiogram 24 Hour Holter Monitor Eye
Exam

w

month(s)

Not Recovered or Unresolved



Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

Gender Male
Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 16

Select Unit of Age year(s)

Please list any known pre-
existing health problems for NO PRE-EXISTING ISSUES
the affected person

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or N/A
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizures



Tobacco Products

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

Tobacco Product Subtype E-liquid, e-juice or vape juice (purchased separately)

Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette, Purchased in a non-refillable disposable cartridge
electronic nicotine or vaping

product

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

apply)

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

Nicotine, Flavor(s)

Was the e-liquid dripped on
to the atomizer or heating No
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please UNKNOWN
enter "unknown")

When did the person

purchase this product? <blank>
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog He did not purchase the product - passed around in school.
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>
product?

Where is the tobacco

product now? Unknown



How was this product

acquired? From a Friend

Do you know where the

product was purchased? No

Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Some Days

Are other substances being
mixed in with the tobacco <blank>
product when used?

Did the problem occur with
first time use of the tobacco No
product?



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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

<blank>

<blank>

15

Minute(s)

<blank>

<blank>

Yes

Yes

No

Tobacco Product Parts

Other Products Used

Has the affected person

used other tobacco products

(either currently or in the
past)?

No



Other Tobacco Products

Additional Information

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

Attached Files

None

This is a serious problem affecting teenagers and has completely
infiltrated our school systems. The fact that these products contain
toxic levels of nicotine and other dangerous chemicals when ingested
is UNACCEPTABLE. | will spend thousands of dollars and countless
hours on medical tests because of seizures after vaping. In addition,
because of these seizures, my son's driver's license has been
suspended in accordance with our state seizure laws. These products
are dangerous and marketed to CHILDREN. | can provide any
additional information needed in an effort to help reduce the risk of
anyone else having to deal with this.



REPORT INFORMATION

Report Profile

Report Version FPSR.FDA.CTP.V.V3
Report Category Tobacco Product Report V3
Submitted 2019-04-04

FDAICSR ID (b) (6) |

Followup by using your (o G
account

Proxy Report Information (not applicable if this is not a proxy

report)

Report Identifying Information

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

Regulatory Status Voluntary
Type of Submission Initial

What type of report are you Health Problem associated with a tobacco product (not associated with
submitting? a product problem or defect)


http:FPSR.FDA.CTP.V.V3

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



Contact Information - Sender

Organization Name <blank>

Confirm Email

First Name

Last Name

Did you report the problem No

to the manufacturer?

Job Title <blank>

Phone

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

Country United States
Street Address Line 1

Street Address Line 2 <blank>
City/Town

State

ZIP/Postal Code

Sender Category Consumer/Concerned Citizen (FdaTPR)
Consumer/Concerned

Citizen Type (select all that Consumer

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Yes

Problem Summary

Problem Start Date /12016
Problem End Date /12019
Please describe the health | have been vaping for over 5 years but around two three years ago

problem or product problem. | started to experience having grand mal seizures and | seen the link



The Attachments page
will accept uploads of any
records, pictures, or other
information.

between the two and | was just wondering if that could be why | started
having seizures for no reason out of the blue cuz I've never had any of
my life

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

Treatment Received (select

all that apply) Emergency Room Visit Without Hospital Admission

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

Select Unit of Time year(s)

What is the current status of Unknown
the health problem?

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were

affected? <blank>
Gender Female
Pregnant No

Race (Select all that apply) White

Ethnicity Not Hispanic or Latino
Birth date of the person who

experienced the problem _

Age of the person when the

problem occurred 26

Select Unit of Age year(s)

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

I had none then out of nowhere | started having seizures about 3 years
ago when | say



Medications and Supplements

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

| was taking Xanax three or four days before the seizures but the doctor
told me that had nothing to do with the reason why | had the seizures
and they don't know why | had them and still don't

What are the main symptoms or health problems?

Term describing the health
problem

Tobacco Products

Tobacco Product Type

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

Describe the e-liquid mix

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

apply)

Seizures

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)

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal
vaporizer

Rechargeable product, Uses refillable cartridge, cart, cartomizers or
carto (that are filled by the user), Uses a tank or tank system, Power
(watts) can be changed or adjusted, Voltage can be changed or
adjusted, Button activated

Purchased for use in a capsule, tank or refillable cartridge

<blank>

Nicotine



Was the e-liquid dripped on
to the atomizer or heating Yes
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Vapor rising
enter "unknown")

When did the person

purchase this product? /2016
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the No
"UL" symbol?

Any other identifying

tobacco product codes (for
example, SKU, item/catalog None
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco United States
product?

Where is the tobacco

product now? User/Consumer has the product

How was this product

acquired? In a Store
Do you know where the Yes
product was purchased?

Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information



Tobacco Product Purchase Location

Purchase Location Name Ohm vaper
Country United States
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State Florida
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco No
product when used?

Did the problem occur with
first time use of the tobacco No
product?

How long has the person
been using this type of 5
tobacco product?

Select Unit of Measure Year(s)



How soon after the tobacco
product was last used did 2
the problem occur?

Select Unit of Measure Month(s)

How long has the person
been using this particular 3
brand or label?

Select Unit of Measure Year(s)

Did the person continue to
use this tobacco product Yes
after the problem occurred?

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

Yes

Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts

Other Products Used

Other Tobacco Products

Additional Information



Attached Files

None





http:FPSR.FDA.CTP.V.V3

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



Contact Information - Sender

Organization Name <blank>

Confirm Email

First Name

Last Name

Did you report the problem No

to the manufacturer?

Job Title <blank>

Phone

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

Country United States
Street Address Line 1

Street Address Line 2 <blank>
City/Town

State

ZIP/Postal Code

Sender Category Consumer/Concerned Citizen (FdaTPR)
Consumer/Concerned

Citizen Type (select all that Consumer, Concerned citizen

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Yes

Problem Summary

Problem Start Date 02//2016
Problem End Date <blank>
Please describe the health | started smoking VUSE electronic cigarettes around April 2015 and |

problem or product problem. started having seizures in February 2016 & I'm still having seizures



The Attachments page
will accept uploads of any
records, pictures, or other
information.

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

Treatment Received (select

all that apply) Healthcare Professional Visit

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab

results, or blood work). I’'m still seeing a neurologist to try to figure out my seizures
The Attachments page

will accept uploads of any

records, pictures, or other

information.

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

(if ongoing) how long has it <blank>
lasted so far?

Select Unit of Time <blank>
What is the current status of <blank>

the health problem?

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were

affected? <blank>
Gender Female
Pregnant No

Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _



Age of the person when the

problem occurred 42

Select Unit of Age year(s)

Please list any known pre-
existing health problems for No pre-existing conditions, healthy woman
the affected person

Medications and Supplements

Please list the prescription

medications, over-the-

counter medications,

vitamins, and/or Allergy meds, Plexus supplements
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Complex partial seizures

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype !
vaporizer

Select all that apply to

the electronic cigarette,

electronic nicotine or vaping Rechargeable product
product (including electronic

waterpipe)

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

What type(s) of flavor(s)
does the e-liquid contain? Mint (such as wintergreen or spearmint)
(select all that apply)

Nicotine, Flavor(s), Glycerin

Was the e-liquid dripped on
to the atomizer or heating Yes
element?

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

VUSE VIBE - VUSE CIRO - VUSE SOLO

When did the person

purchase this product? <blank>

UNIVERSAL PRODUCT

CODE (UPC) from Label <blank>

Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog Used the products from April 2015-November 2018
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>
product?

Where is the tobacco

product now? Product was discarded

How was this product

acquired? In a Store
Do you know where the No
product was purchased?

Manufacturer Name <blank>

Tobacco Product Packaging and Portions



Manufacturer Investigation Information

Tobacco Product Purchase Location

Purchase Location Name <blank>
Country <blank>
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco No
product when used?



Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

No

Year(s)

10

Month(s)

Year(s)

Yes

Yes

No

Tobacco Product Parts

Other Products Used

Has the affected person

used other tobacco products

(either currently or in the
past)?

No



Other Tobacco Products

Additional Information

Please describe anything
else you think the FDA
should know about this
problem. Attachments may

be added on the next page.

Attached Files

None

The only thing different in her life was smoking e-cigarettes,to cause
these seizures. She’s had all kinds of tests and they show no epilepsy





http:FPSR.FDA.CTP.V.V3

Did you report this problem
somewhere else (outside Yes
SRP)?

Describe who the problem

emergency room doctor and nurse, local.
was reported to



Contact Information - Sender

Organization Name <blank>

Confirm Email (0)©)
First Name -
Last Name -

Did you report the problem
to the manufacturer?

Job Title ()6 |
Phone OIONE.

Email (If prefilled, changing

this email address will not _

change your Login email ID)

No

Country United States
Street Address Line 1 _
Street Address Line 2 <blank>

CityrTown (0)6) |
state (0) ©) |
o))

ZIP/Postal Code
Sender Category Healthcare Professional (FdaTPR)
Healthcare Professional type Nurse Practitioner

Are you the person

who experienced health
problems associated with a
tobacco product?

<blank>

Problem Summary

Problem Start Date 08/14/2018
Problem End Date 08/14/2018

Please describe the health My son was vaping on aug 18,2018. we were canoeing a local river
problem or product problem. here in wisconsin, when he immediately seized, and became non-
The Attachments page responsive. He almost drowned. It took 5 of us to restrain him and get
will accept uploads of any him up the river bank to the fire/ambulance units. He remained seizing



and combative at Spooner Hospital ER for a couple hours. He has

no recollection of what happened. | am his father, and | am a-
records, pictures, or other _ There were several RN's, paramedics and MD's on our
information. canoe trip and we all witnessed what happened. It was seizure activity.

He would have for sure drown had we not been there.This is a healthy

18 yr old. We still dont know what happened.

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

Life threatening, Hospitalization (overnight or longer), Needed treatment
to prevent permanent harm

Treatment Received (select

all that apply) Emergency Room Visit Without Hospital Admission

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

Select Unit of Time hour(s)

What is the current status of Recovered or Resolved
the health problem?

Affected Person

Affected Person Identifier

Code <blank>

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

Gender Male
Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 18

Select Unit of Age year(s)



Please list any known pre-
existing health problems for None
the affected person

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or None
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Prolonged seizure

Tobacco Products

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

Tobacco Product Subtype <blank>

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

unknown vape

When did the person

purchase this product? <blank>

UNIVERSAL PRODUCT

CODE (UPC) from Label <blank>

Does the involved product
device or package bear the Don't Know
"UL" symbol?



Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>
product?

Where is the tobacco

product now? <blank>
How was this product <blank>
acquired?

Do you know where the

product was purchased? <blank>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information



Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Inhaled (smoked or vaped)

Some Days

No

No

Weeks(s)

Minute(s)

Month(s)

No

No

No

Tobacco Product Parts



Other Products Used

Other Tobacco Products

Additional Information

Attached Files

None
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Did you report this problem
somewhere else (outside No
SRP)?



Contact Information - Sender

Organization Name
Confirm Email

First Name

Last Name

Did you report the problem
to the manufacturer?

pd
(e}

Job Title
Phone

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

Country United States
Street Address Line 1

Street Address Line 2 <blank>
City/Town

State

ZIP/Postal Code

Sender Category Consumer/Concerned Citizen (FdaTPR)
Consumer/Concerned

Citizen Type (select all that Consumer

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Yes

Problem Summary

Problem Start Date 04/03/2019
Problem End Date 04/03/2019

Please describe the health on april 3rd i was in the tanning bed and got out and was really really
problem or product problem. hot so i went to the bathroom and was twitching loss of eye sight loss



of hearing and fell on the floor and my arms and legs twitched and i
The Attachments page couldnt see or hear anything and lost control of my body and blacked
will accept uploads of any out and dont remember how long that lasted for. | had hit the juul right
records, pictures, or other before i went into the tanning bed, i hit it all the time. then i regained
information. control of my eye sight and hearing after about 10-15 minuets of

sweating and almost vomitting and could stand. then walked out.

Do any of these apply to the
health problem? (Select one None of the above
or more)

Treatment Received (select

all that apply) Self-Treated

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab

results, or blood work). | just drank water and was fine after. just a little dizzy
The Attachments page

will accept uploads of any

records, pictures, or other

information.

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

(if ongoing) how long has it 15
lasted so far?
Select Unit of Time minute(s)

What is the current status of Recovered or Resolved
the health problem?

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were

affected?
Gender Female
Pregnant <blank>

Race (Select all that apply) White
Ethnicity Not Hispanic or Latino



Birth date of the person who
experienced the problem _
Age of the person when the

problem occurred 23

Select Unit of Age year(s)

Please list any known pre-
existing health problems for No existing health problems besides Asthma
the affected person

Medications and Supplements

Please list the prescription

medications, over-the-

counter medications,

vitamins, and/or Albuteral inhalor
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

Electronic cigarette, electronic nicotine or vaping product(E-cigarette,
Tobacco Product Type e-cigars, e-hookahs, e-pipes, vape pens, hookah pens, and personal

vaporizers; E-liquids, e-juice or vape juice)

Tobacco Product Subtype .
vaporizer

Select all that apply to

the electronic cigarette,

electronic nicotine or vaping

product (including electronic

waterpipe)

carto.

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Rechargeable product, Uses prefilled cartridge, cart, cartomizers or



Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette, Purchased in a non-refillable disposable cartridge
electronic nicotine or vaping

product

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

apply)

Nicotine, Flavor(s)

What type(s) of flavor(s)
does the e-liquid contain? Mint (such as wintergreen or spearmint)
(select all that apply)

Was the e-liquid dripped on
to the atomizer or heating No
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please JUUL
enter "unknown")

When did the person

purchase this product? 04/03/2019
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco United States
product?

Where is the tobacco

product now? User/Consumer has the product

How was this product

acquired? In a Store

Do you know where the

product was purchased? Yes

Manufacturer Name <blank>



Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Purchase Location Name WaWa
Country United States
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day



Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

No

Yes

<blank>

<blank>

Minute(s)

<blank>

<blank>

Yes

No

No

Tobacco Product Parts

Other Products Used



Other Tobacco Products

Additional Information

Attached Files

None
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Did you report this problem
somewhere else (outside No
SRP)?



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date
Problem End Date

Please describe the health
problem or product problem.

<blank>
<blank>
<blank>

<blank>
No

<blank>
<blank>

<blank>

<blank>
<blank>
<blank>

<blank>
Consumer/Concerned Citizen (FdaTPR)

<blank>

<blank>

01//2019

<blank>

Child had multiple epileptic seizures within a 48 hour period.



The Attachments page
will accept uploads of any
records, pictures, or other
information.

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

Treatment Received (select
all that apply)

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.

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

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

How many users were
affected?

Gender
Race (Select all that apply)
Ethnicity

Birth date of the person who
experienced the problem

Needed treatment to prevent permanent harm

Healthcare Professional Visit, Emergency Room Visit Without Hospital
Admission

Eeg showed seizure activity in the left frontal lobe. No significant
abnormalities in brain scan MRI. Child now taking anti-seizure
medication: Keppra

<blank>

<blank>

Not Recovered or Unresolved

User(s)

<blank>

Male
White

Not Hispanic or Latino

112004



Age of the person when the

problem occurred 14

Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or Lexipro
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Epilepsy

Tobacco Products

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

Tobacco Product Subtype <blank>

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

SMOK brand badge style

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

<blank>

<blank>



Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>

product?

::'Zchitsnt::,;Obacco <blank>
:c?;:l:::?t his product <blank>
protuct was purchased? DT>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information



Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Inhaled (smoked or vaped)

Every Day

Unknown

No

<blank>

Month(s)

<blank>

Minute(s)

<blank>

<blank>

No

N/A - Person did not restart use

Unknown

Tobacco Product Parts



Other Products Used

Other Tobacco Products

Additional Information

Attached Files

None



REPORT INFORMATION

Report Profile

Report Version FPSR.FDA.CTP.V.V3
Report Category Tobacco Product Report V3
Submitted 2019-04-04

FDAICSR ID (b) (6) |

Followup by using your _
account

Proxy Report Information (not applicable if this is not a proxy

report)

Report Identifying Information

Create a name to help you

find this report in the future [}

(max length: 50 characters)
Regulatory Status Voluntary
Type of Submission Initial

What type of report are you Health Problem associated with a tobacco product (not associated with
submitting? a product problem or defect)


http:FPSR.FDA.CTP.V.V3

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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Describe your relationship
to the person who
experienced the health
problem

Problem Summary

<blank>

No

<blank>

United States

<blank>

Consumer/Concerned Citizen (FdaTPR)

Concerned citizen

No

Mother



Problem Start Date 04/26/2018
Problem End Date <blank>

Please describe the health
problem or product problem.
The Attachments page

will accept uploads of any
records, pictures, or other
information.

My son has had 2 seizures in the past year. It was determined from
his Pediatric Neurologists that it is from Vaping. Both times he had a
seizure he had just vaped. The hospital ran series of tests, MRI, EEG,
EKG, etc. No Epileptic symptoms. This really needs to be investigated.
I'm willing to give ANY information you need.

Do any of these apply to the
health problem? (Select one None of the above
or more)

Treatment Received (select Healthcare Professional Visit, Emergency Room Visit Without Hospital
all that apply) Admission

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.

On April 26, 2018 after his seizure, we went to the ER where they ran
a series of tests. Cardiac Monitor, CBC, Metabolic Panel, Drug screen,
Prolactin Blood test, Urinalysis, CT of Head, EKG, Xray of chest. We
were then referred to a pediatric neurologists where they performed an
EEG. All tests were conclusive there was a seizure, but there were no
underlying Epileptic diagnosis.

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

Select Unit of Time hour(s)

What is the current status of Recovered or Resolved
the health problem?

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

Gender Male

Race (Select all that apply) White



Ethnicity Not Hispanic or Latino
Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 15

Select Unit of Age year(s)

Please list any known pre-
existing health problems for No pre-existing health problems.
the affected person

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or NA
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

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

Tobacco Product Subtype .
vaporizer

Select all that apply to
the electronic cigarette,

... . carto., Puff/flow activated
electronic nicotine or vaping

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Rechargeable product, Uses prefilled cartridge, cart, cartomizers or



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)

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

Was the e-liquid dripped on
to the atomizer or heating
element?

Full Tobacco Product Name,

including Brand and Sub-
Brand (if unknown, please
enter "unknown")

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

Any other identifying
tobacco product codes (for
example, SKU, item/catalog

number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco
product?

Where is the tobacco
product now?

How was this product
acquired?

Do you know where the
product was purchased?

Manufacturer Name

Purchased for use in a capsule, tank or refillable cartridge

Nicotine, Flavor(s)

Tobacco, Menthol, Mint (such as wintergreen or spearmint), Fruit,
Candy or Chocolate, Combination/mixture of flavors

Unknown

Juul

112018

<blank>

Don't Know

<blank>

United States

Product was discarded

In a Store

No

<blank>



Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

Inhaled (smoked or vaped)

Rarely

No

No

Month(s)

Second(s)



How long has the person
been using this particular 2
brand or label?

Select Unit of Measure Month(s)

Did the person continue to
use this tobacco product Yes
after the problem occurred?

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

Yes

Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts

Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

No

Other Tobacco Products

Additional Information

Please describe anything
else you think the FDA This should be investigated. Glad this report came out.
should know about this



problem. Attachments may
be added on the next page.

Attached Files

None





http:FPSR.FDA.CTP.V.V3

Did you report this problem
somewhere else (outside <blank>
SRP)?



Contact Information - Sender

Organization Name <blank>

Confirm Email

First Name

Last Name

Did you report the problem No

to the manufacturer?

Job Title <blank>

Phone

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

Country United States
Street Address Line 1

Street Address Line 2 <blank>
City/Town

State

ZIP/Postal Code

Sender Category Consumer/Concerned Citizen (FdaTPR)

Consumer/Concerned
Citizen Type (select all that Consumer, Concerned citizen

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Yes

Problem Summary

Product Problem Type

(select all that apply) <blank>



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

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.

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

Treatment Received (select
all that apply)

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.

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

Select Unit of Time

What is the current status of
the health problem?

<blank>

09/24/2018
10/05/2018

After using a Juul vape for about 8 months, | had a huge siezure at a
friends house where | had fallen from standing in the kitchen and hit

my head 3 times on the way down, | remember waking up confused of
why | was laying in the floor, it felt like | was just waking up from a nap.
('ve never experienced seizures ever before) after | woke up and sat
up | guess | had another seizure according to my friend and | remember
waking up once more. Then after that not knowing what was wrong my
father rushed me to the hospital where | had dangerously low blood
pressure and was admitted to the hospital to do a bunch of tests and

to monitor me. Even after all the tests that they had done, no one could
find anything wrong, and they sent me home like nothing was wrong,
which was the scariest part, | had just had a huge siezure and | don’t
know why. After that incident, about 3-4 days later | had another seizure
in the shower, where | found myself on the floor of the shower with the
water running, confused of why | was on the floor again and also had hit
my head again, i never told anyone about the second incident because
| drive race cars full time, and was in fear that | might not be able to do
what | do anymore. | no longer vape and have not had any experiences
like that since | stopped vaping.

Hospitalization (overnight or longer)

Healthcare Professional Visit

Was treated in the emergency room, and admitted overnight for testing,
no problems could be found.

week(s)

Unknown



Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

Gender Male
Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 23

Select Unit of Age year(s)

Please list any known pre-
existing health problems for None
the affected person

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or None
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizures



Tobacco Products

Tobacco Product Type

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)

Was the e-liquid dripped on
to the atomizer or heating
element?

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

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

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

What is the country of
manufacture of the tobacco
product?

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)

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal
vaporizer

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

<blank>

Nicotine

Unknown

JUUL

09/01/2018

<blank>

Don't Know

<blank>

United States



Where is the tobacco

product now? Product was discarded

How was this product

acquired? In a Store
Do you know where the No
product was purchased?

Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Purchase Location Name <blank>
Country <blank>
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Manufacturer Information



Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Inhaled (smoked or vaped)

Every Day

No

No

Month(s)

10

Minute(s)

Month(s)

No

N/A - Person did not restart use

No

Tobacco Product Parts



Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

Yes

Other Tobacco Products

Tobacco Product Type Other

Description of other tobacco

product type Nicotine pouches

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

Zyn

Is the tobacco product

currently being used? ves

How is the tobacco product

Placed, rubbed, or swished in mouth
used?

On average, how often is the

tobacco product used? Every Day

Additional Information

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

nicotine pouches.

Attached Files

| have not had any problems since | stopped vaping and started using



None
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Did you report this problem
somewhere else (outside Yes
SRP)?

Describe who the problem

was reported to Vanderbilt University Children's hospital



Contact Information - Sender

Organization Name (b) (6) |

Confirm Email IO
First Name -

Last Name (b) (6) |

Did you report the problem
to the manufacturer?

Job Title ()

Phone <blank>

Yes

Email (If prefilled, changing

this email address will not  [{SISIEGNGNGNGEGE

change your Login email ID)

Country United States
Street Address Line 1 _
Street Address Line 2 <blank>

City/Town -
state (0)(6) |

ZIP/Postal Code (b) (6)
Sender Category Healthcare Professional (FdaTPR)
Healthcare Professional type Other Public Health Professional

Are you the person
who experienced health

problems associated with a No
tobacco product?
Describe your relationship
to the person who
mother

experienced the health
problem

Problem Summary

Problem Start Date 02/28/2019



Problem End Date 04/03/2019

Please describe the health

problem or product problem.

The Attachments page 5 instances of black outs with seizure activity including vomiting, severe
will accept uploads of any headache, blurred vision and hearing loss.

records, pictures, or other

information.

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

Treatment Received (select Healthcare Professional Visit, Emergency Room Visit Without Hospital
all that apply) Admission

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab

results, or blood work). All normal level blood work, CT scan, EKG and EEG results normal.
The Attachments page

will accept uploads of any

records, pictures, or other

information.

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

Select Unit of Time month(s)

What is the current status of Unknown
the health problem?

Affected Person

Affected Person Identifier

Code 14 year old female

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

Gender Female



Pregnant No
Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 14

Select Unit of Age year(s)

Please list any known pre-
existing health problems for none
the affected person

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or none
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype .
vaporizer



Select all that apply to

the electronic cigarette,
electronic nicotine or vaping
product (including electronic
waterpipe)

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

Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette, <blank>
electronic nicotine or vaping

product

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

apply)

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

Nicotine, Flavor(s)

Was the e-liquid dripped on
to the atomizer or heating No
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please JUUL
enter "unknown")

When did the person

purchase this product? 01/31/2019
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for
example, SKU, item/catalog JUUL
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco United States
product?

Where is the tobacco

product now? User/Consumer has the product

How was this product

acquired? From a Friend



Do you know where the
product was purchased?

Manufacturer Name

No

<blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Inhaled (smoked or vaped)

Every Day

No

No



Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Month(s)

20

Minute(s)

Month(s)

Yes

Yes

No

Tobacco Product Parts

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

Tobacco Product Part Type

When was this tobacco
product part purchased or
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
product part?

JUUL

Cartridge

01/31/2019

<blank>

<blank>

<blank>



Where is the tobacco

product part now? <blank>
Do you know who
manufactured this tobacco No

product part?

Tobacco Product Part Purchase Location

How was this tobacco
product part acquired?

Purchase Location Name

Country

Phone

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code

Web Address

Email Address

Tobacco Product Part Manufacturer Information

State

State/Province

From a Friend

United States

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

Other Products Used

Has the affected person

used other tobacco products No
(either currently or in the

past)?



Other Tobacco Products

Additional Information

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

Several girls in middle school and high school have reported blacking
out and seizure activity after using the JUUL

Attached Files

None





http:FPSR.FDA.CTP.V.V3

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



Contact Information - Sender

Sender Category

Problem Summary

Product Problem Type
(select all that apply)

Describe the other product
problem

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

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.

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

Reported Cause of Death

Treatment Received (select
all that apply)

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

Select Unit of Time

What is the current status of
the health problem?

Consumer/Concerned Citizen (FdaTPR)

Other

Vaping and died from a sudden unexplained death from seizure

One person using one or more product(s), In the place where | live

06/02/2015
06/20/2015

vy email s

Death

Seizure

None

<blank>

<blank>

<blank>



Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were

affected?
Gender Female
Pregnant No

Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 25

Select Unit of Age year(s)

Please list any known pre-
existing health problems for Polyglandular autoimmune disease type 2
the affected person

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or <blank>
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Prolonged epileptic seizure



Tobacco Products

Tobacco Product Type

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)

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

Was the e-liquid dripped on
to the atomizer or heating
element?

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

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

Any other identifying
tobacco product codes (for
example, SKU, item/catalog

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)

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal
vaporizer

Rechargeable product, Uses refillable cartridge, cart, cartomizers or
carto (that are filled by the user), Uses a tank or tank system, Button
activated

Purchased for use in a capsule, tank or refillable cartridge

Nicotine, Flavor(s)

Candy or Chocolate, Combination/mixture of flavors

Yes

Unknown

07/01/2015

<blank>

Don't Know

<blank>



number, manufacturing date/
batch code)

What is the country of
manufacture of the tobacco United States
product?

Where is the tobacco

product now? User/Consumer has the product

How was this product

acquired? In a Store
Do you know where the

product was purchased? <blank>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day



Are other substances being
mixed in with the tobacco Unknown
product when used?

Did the problem occur with
first time use of the tobacco No
product?

How long has the person
been using this type of 6
tobacco product?

Select Unit of Measure Month(s)

How soon after the tobacco
product was last used did 5
the problem occur?

Select Unit of Measure Day(s)

How long has the person
been using this particular 6
brand or label?

Select Unit of Measure Month(s)

Did the person continue to
use this tobacco product Yes
after the problem occurred?

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

N/A - Person did not restart use

Did the person change

the product in any way

before using it (for example, Unknown
removing a filter from a

cigarette)?

Tobacco Product Parts

Other Products Used

Has the affected person

used other tobacco products Yes



(either currently or in the
past)?

Other Tobacco Products

Tobacco Product Type Cigarette
Full Tobacco Product Name

including Brand and Sub- U known
Brand (if unknown, please

enter "unknown")

Is the tobacco product No

currently being used?

Additional Information

Attached Files

None



REPORT INFORMATION

Report Profile

Report Version FPSR.FDA.CTP.V.V3
Report Category Tobacco Product Report V3
Submitted 2019-04-04

FDAICSR ID (D) (6) |

rollowup by using your (N ()
account

Proxy Report Information (not applicable if this is not a proxy

report)

Report Identifying Information

Create a name to help you

find this report in the future [ (S} SHIIEGNGNG

(max length: 50 characters)
Regulatory Status Voluntary
Type of Submission Initial

What type of report are you Health Problem associated with a tobacco product (not associated with
submitting? a product problem or defect)



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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date
Problem End Date

<blank>

<blank>

United States

<blank>

Consumer/Concerned Citizen (FdaTPR)

Consumer, Concerned citizen

09/15/2018
09/15/2018



Please describe the health
problem or product problem.
The Attachments page

will accept uploads of any
records, pictures, or other
information.

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

Treatment Received (select
all that apply)

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

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

How many users were
affected?

Gender

Pregnant

Race (Select all that apply)
Ethnicity

Birth date of the person who
experienced the problem

Age of the person when the
problem occurred

Select Unit of Age

In the past three years | have had two seizures. | have never had
seizures prior to this time and the only major difference in my life is that
| started vaping only instead of smoking or smoking and vaping.

None of the above

Emergency Room Visit Without Hospital Admission

<blank>

<blank>

Unknown

User(s)

Female
No
White

Not Hispanic or Latino

44

year(s)



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

<blank>

Medications and Supplements

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

<blank>

What are the main symptoms or health problems?

Term describing the health
problem

Tobacco Products

Tobacco Product Type

Tobacco Product Subtype

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

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

Seizures

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)

<blank>

Vaping liquid and vape "mod"

<blank>

<blank>

<blank>



Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco United States

product?
Where is the tobacco

Unknown
product now?
How was this product In a Store
acquired?
Do you know where the No
product was purchased?
Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Purchase Location Name <blank>
Country <blank>
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>

Web Address <blank>



Email Address <blank>

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco No
product when used?

Did the problem occur with
first time use of the tobacco No
product?

How long has the person
been using this type of 3
tobacco product?

Select Unit of Measure Year(s)

How soon after the tobacco
product was last used did 1
the problem occur?

Select Unit of Measure Hour(s)

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

Select Unit of Measure <blank>

Did the person continue to
use this tobacco product Yes
after the problem occurred?

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

Yes



Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts

Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

Yes

Other Tobacco Products

Tobacco Product Type Cigarette

Full Tobacco Product Name
including Brand and Sub-

Brand (if unknown, please <blank>
enter "unknown")
Is the tobacco product No

currently being used?

Additional Information

My first seizure happened approximately two years ago and my second
Please describe anything was in September of 2018. Prior to the first one, | had not had a seizure
else you think the FDA before. In both instances, | have been checked to see if there is an
should know about this underlying cause and none have been found. | did research to see if
problem. Attachments may there was a correlation between vaping and seizures as that was the
be added on the next page. only major change | had in my life. | did not find anything to confirm my
curiosity so | did not stop vaping.



Attached Files

None






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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date
Problem End Date

Please describe the health

problem or product problem.

<blank>

m |

<blank>

United States
<blank>
<blank>
<blank>
<blank>

<blank>

Consumer/Concerned Citizen (FdaTPR)

Consumer

<blank>

<blank>

Seizures after vaping



The Attachments page
will accept uploads of any
records, pictures, or other
information.

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

Lasting disability or other permanent health problem, Hospitalization
(overnight or longer), Needed treatment to prevent permanent harm

Treatment Received (select

Healthcare Professional Visit, Other
all that apply)

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab

results, or blood work). Receiving treatment for seizures 2 months later. 5 day hospitalization.
The Attachments page

will accept uploads of any

records, pictures, or other

information.

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

(if ongoing) how long has it <blank>
lasted so far?

Select Unit of Time <blank>
What is the current status of <blank>

the health problem?

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were

affected?
Gender Female
Pregnant No

Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who

experienced the problem <blank>



Age of the person when the

problem occurred 33

Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or <blank>
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

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

Tobacco Product Subtype !
vaporizer

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  <blank>
for your electronic cigarette,

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Disposable (non-refillable) product, Rechargeable product, Button
activated, Puff/flow activated



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

Other

Cannabis

Was the e-liquid dripped on
to the atomizer or heating Unknown
element?

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

Unknown

When did the person

purchase this product? 12/03/2018

UNIVERSAL PRODUCT

CODE (UPC) from Label <blank>

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>
product?

Where is the tobacco

product now? <blank>
How was this product <blank>
acquired?

Do you know where the

product was purchased? <blank>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions



Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

Inhaled (smoked or vaped)

Rarely

No

No

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>



Did the person continue to
use this tobacco product No
after the problem occurred?

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

N/A - Person did not restart use

Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts

Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

No

Other Tobacco Products

Additional Information

Please describe anything

else you think the FDA

should know about this <blank>
problem. Attachments may

be added on the next page.



Attached Files

None






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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date
Problem End Date

<blank>

No

<blank>

United States

<blank>

Consumer/Concerned Citizen (FdaTPR)

Consumer

Yes

02/08/2018

<blank>



Please describe the health
problem or product problem.
The Attachments page

will accept uploads of any
records, pictures, or other
information.

product.

Do any of these apply to the
health problem? (Select one None of the above
or more)

| had a seizure on 2/8/18. | had been a recent user of the product Juul.
| had another seizure on March 4, 2019 after continuing to use the

Treatment Received (select Healthcare Professional Visit, Emergency Room Visit Without Hospital

all that apply) Admission

Please describe treatment
the person received,
including results of any
tests (such as x-rays, lab

results, or blood work). I have had MRI's, CT Scan, Blood Tests, EKG, EEG.

The Attachments page
will accept uploads of any
records, pictures, or other
information.

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

Select Unit of Time month(s)

What is the current status of

the health problem? Not Recovered or Unresolved

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

Gender Male
Race (Select all that apply)  White
Ethnicity Not Hispanic or Latino



Birth date of the person who
experienced the problem _
Age of the person when the

problem occurred 21

Select Unit of Age year(s)

Please list any known pre-
existing health problems for None
the affected person

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or None
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Other

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype .
vaporizer

Select all that apply to

the electronic cigarette,

electronic nicotine or vaping Uses prefilled cartridge, cart, cartomizers or carto.
product (including electronic

waterpipe)



Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette, Purchased in a non-refillable disposable cartridge
electronic nicotine or vaping

product

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

apply)

Nicotine, Coloring Agents, Flavor(s), Glycerin, Propylene Glycol

What type(s) of flavor(s)
does the e-liquid contain? Mint (such as wintergreen or spearmint)
(select all that apply)

Was the e-liquid dripped on
to the atomizer or heating No
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please JUUL
enter "unknown")

When did the person

purchase this product? 01/01/2019
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco United States
product?

Where is the tobacco

product now? User/Consumer has the product

How was this product

acquired? In a Store

Do you know where the

product was purchased? <blank>

Manufacturer Name <blank>



Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

Inhaled (smoked or vaped)

Every Day

No

No

Month(s)

<blank>

Hour(s)



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

Select Unit of Measure

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 a
cigarette)?

Month(s)

Yes

Yes

No

Tobacco Product Parts

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

Tobacco Product Part Type

When was this tobacco
product part purchased or
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
product part?

Where is the tobacco
product part now?

Do you know who
manufactured this tobacco
product part?

<blank>

Cartridge

02/01/2019

<blank>

<blank>

United States

Product was discarded

Yes



Tobacco Product Part Purchase Location

How was this tobacco
product part acquired?

Purchase Location Name
Country

Phone

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code

Web Address

Email Address

In a Store

<blank>
United States
<blank>
<blank>
<blank>
<blank>
<blank>
<blank>
<blank>

<blank>

Tobacco Product Part Manufacturer Information

Manufacturer Name
State

State/Province

<blank>
<blank>

<blank>

Other Products Used

Other Tobacco Products



Additional Information

Attached Files

None






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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Product Problem Type
(select all that apply)

Describe the other product
problem

<blank>

No

<blank>

<blank>

<blank>

Consumer/Concerned Citizen (FdaTPR)

Consumer

Yes

Label issue

<blank>



In what setting(s) did this

problem occur? (select all In the place where | live
that apply)

Problem Start Date <blank>

Problem End Date <blank>

Please describe the health
problem or product problem.
The Attachments page

will accept uploads of any
records, pictures, or other
information.

Seizures

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

Treatment Received (select

all that apply) Self-Treated

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab

results, or blood work). Sleeping
The Attachments page

will accept uploads of any

records, pictures, or other
information.

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

(if ongoing) how long has it <blank>
lasted so far?

Select Unit of Time <blank>
What is the current status of <blank>

the health problem?

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a Both
separate report for each

affected person, if possible.)

How many users were
affected?



How many nonusers were 1
affected?

Gender Male
Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 43

Select Unit of Age year(s)

Please list any known pre-
existing health problems for None
the affected person

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or None
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Other

Tobacco Products

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



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
Describe the e-liquid mix

Does the e-liquid, e-juice or

vape juice contain any of the

following? (select all that
apply)

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

Describe other e-liquid
flavor(s)

Was the e-liquid dripped on
to the atomizer or heating
element?

Full Tobacco Product Name,

including Brand and Sub-
Brand (if unknown, please
enter "unknown")

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

Any other identifying
tobacco product codes (for
example, SKU, item/catalog

number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco
product?

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal
vaporizer

Uses a tank or tank system, 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

<blank>

Nicotine, Flavor(s)

Tobacco, Menthol, Mint (such as wintergreen or spearmint), Clove or
Spice, Fruit, Candy or Chocolate, Alcoholic Drink, Combination/mixture
of flavors, Other

<blank>

Unknown

Unable to remember

<blank>

<blank>

<blank>

<blank>

United States



Where is the tobacco

product now? User/Consumer has the product

How was this product

acquired? In a Store
Do you know where the No
product was purchased?

Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco Unknown
product when used?



Did the problem occur with
first time use of the tobacco No
product?

How long has the person
been using this type of 7
tobacco product?

Select Unit of Measure Year(s)

How soon after the tobacco
product was last used did 6
the problem occur?

Select Unit of Measure Week(s)

How long has the person
been using this particular 7
brand or label?

Select Unit of Measure Year(s)

Did the person continue to
use this tobacco product Yes
after the problem occurred?

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

Yes

Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts

Other Products Used

Other Tobacco Products



Additional Information

Attached Files

None






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



Contact Information - Sender

Organization Name <blank>

Confirm Email (b)) |
First Name -

Last Name (b) (6) |

Did you report the problem

to the manufacturer? No
Job Title <blank>
Phone <blank>

Email (If prefilled, changing

this email address will not _

change your Login email ID)

Country United States

Street Address Line 1 <blank>

Street Address Line 2 <blank>

City/Town <blank>

State <blank>

ZIP/Postal Code <blank>

Sender Category Consumer/Concerned Citizen (FdaTPR)
Consumer/Concerned

Citizen Type (select all that Consumer

apply)

Are you the person
who experienced health

problems associated with a Yes
tobacco product?

Problem Summary

Problem Start Date 02//12017
Problem End Date 02//12017

Please describe the health

problem or product problem. Had seizures after using ecig



The Attachments page
will accept uploads of any
records, pictures, or other
information.

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

Lasting disability or other permanent health problem, Hospitalization
(overnight or longer)

Treatment Received (select

Healthcare Professional Visit, Other
all that apply)

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab

results, or blood work). Overnight stay in hospital, ct scan, MRI, eeg, blood work
The Attachments page

will accept uploads of any

records, pictures, or other

information.

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

(if ongoing) how long has it <blank>
lasted so far?

Select Unit of Time <blank>
What is the current status of <blank>

the health problem?

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were

affected? 1
Gender Female
Pregnant No

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

Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _



Age of the person when the

problem occurred 27

Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or <blank>
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype !
vaporizer

Select all that apply to

the electronic cigarette,
electronic nicotine or vaping
product (including electronic
waterpipe)

Rechargeable product, Uses refillable cartridge, cart, cartomizers or
carto (that are filled by the user), Uses a tank or tank system, Power
(watts) can be changed or adjusted, Voltage can be changed or
adjusted, Button activated

Select all that apply to the e-
liquid, e-juice or vape juice  Purchased for use in a capsule, tank or refillable cartridge
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)

What type(s) of flavor(s)
does the e-liquid contain? Menthol, Fruit, Candy or Chocolate, Combination/mixture of flavors
(select all that apply)

Nicotine, Coloring Agents, Flavor(s), Glycerin, Propylene Glycol

Was the e-liquid dripped on
to the atomizer or heating Unknown
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Unknown.
enter "unknown")

When did the person

purchase this product? 07//2016
UNIVERSAL PRODUCT PNk

CODE (UPC) from Label

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco United States
product?

Where is the tobacco

product now? Product was discarded

How was this product

acquired? In a Store
Do you know where the Yes
product was purchased?

Manufacturer Name <blank>

Tobacco Product Packaging and Portions



Manufacturer Investigation Information

Tobacco Product Purchase Location

Purchase Location Name
Country

Phone

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code

Web Address

Email Address

Cigs 4 Less
United States
<blank>
<blank>
<blank>
Duluth
Minnesota
<blank>
<blank>

<blank>

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Inhaled (smoked or vaped)

Every Day

Unknown



Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

No

Year(s)

Month(s)

Year(s)

No

N/A - Person did not restart use

No

Tobacco Product Parts

Other Products Used

Has the affected person

used other tobacco products

(either currently or in the
past)?

Yes



Other Tobacco Products

Tobacco Product Type Cigarette

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

Marlboro menthols

Is the tobacco product
currently being used?

Additional Information

Please describe anything
else you think the FDA

should know about this Saw the news said to send this in if | had seizures after using an ecig
problem. Attachments may
be added on the next page.

Attached Files

None



REPORT INFORMATION

Report Profile

Report Version FPSR.FDA.CTP.V.V3
Report Category Tobacco Product Report V3
Submitted 2019-04-04

FDAICSR ID e

Followup by using your (N G
account

Proxy Report Information (not applicable if this is not a proxy

report)

Report Identifying Information

Create a name to help you

find this report in the future  [{SEEGTGTGTGGNGNGE

(max length: 50 characters)
Regulatory Status Voluntary
Type of Submission Initial

What type of report are you Health Problem associated with a tobacco product (not associated with
submitting? a product problem or defect)



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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date
Problem End Date

<blank>

<blank>

<blank>

United States

<blank>

Consumer/Concerned Citizen (FdaTPR)

Consumer

<blank>

12/04/2018

<blank>



Please describe the health
problem or product problem.
The Attachments page

will accept uploads of any
records, pictures, or other
information.

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

Treatment Received (select
all that apply)

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.

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

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

How many users were
affected?

Gender
Race (Select all that apply)
Ethnicity

Started having seizures after vaping high level nicotine Juul pods trying
to quit smoking, have since been diagnosed with epilepsy and i am still
having seizures from this.

Lasting disability or other permanent health problem, Life threatening,
Hospitalization (overnight or longer)

Healthcare Professional Visit, Emergency Room Visit Without Hospital
Admission

had an MRI, a 3 day EEG test done, have been perscirbed Keppra, full
blood work. and have been diagnosed with Epilepsy

<blank>

<blank>

<blank>

User(s)

Male
<blank>

Not Hispanic or Latino



Birth date of the person who
experienced the problem _
Age of the person when the

problem occurred 27

Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or none
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype .
vaporizer

Select all that apply to

the electronic cigarette, Rechargeable product, Uses prefilled cartridge, cart, cartomizers or
electronic nicotine or vaping carto., Uses refillable cartridge, cart, cartomizers or carto (that are filled
product (including electronic by the user), Puff/flow activated

waterpipe)



Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette, Purchased for use in a capsule, tank or refillable cartridge
electronic nicotine or vaping

product

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

apply)

Nicotine, Flavor(s), Propylene Glycol

What type(s) of flavor(s)
does the e-liquid contain? Fruit, Candy or Chocolate, Combination/mixture of flavors
(select all that apply)

Was the e-liquid dripped on
to the atomizer or heating No
element?

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

Juul, Juul Pods, and ZPods. Mr Salty and Naked 100 Juices

When did the person

purchase this product? 10/01/2018

UNIVERSAL PRODUCT

CODE (UPC) from Label <blank>

Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>
product?

Where is the tobacco

product now? <blank>
How was this product <blank>
acquired?

Do you know where the <blank>

product was purchased?

Manufacturer Name <blank>



Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

Inhaled (smoked or vaped)

<blank>

<blank>

No

Year(s)

Month(s)



How long has the person
been using this particular 1
brand or label?

Select Unit of Measure Year(s)

Did the person continue to
use this tobacco product Yes
after the problem occurred?

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

Yes

Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts

Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

Yes

Other Tobacco Products

Tobacco Product Type Cigarette

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

Marlboro Light Special Blend

Is the tobacco product
currently being used?



Additional Information

Please describe anything

else you think the FDA Have been having seizures even after not vaping and while vaping
should know about this seems to be a permanent issue, that i now have to deal with because i
problem. Attachments may thought i was making a healthier choice.

be added on the next page.

Attached Files

None






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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Describe your relationship
to the person who
experienced the health
problem

Problem Summary

<blank>

No

<blank>

United States

<blank>

Consumer/Concerned Citizen (FdaTPR)

Consumer

No

my 16 year old son



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.

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

Treatment Received (select
all that apply)

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.

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

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

How many users were
affected?

Gender

Race (Select all that apply)

01/30/2018
01/21/2019

My son had 5 seizures that were all associated with vaping tobacco

Life threatening, Hospitalization (overnight or longer), Needed treatment
to prevent permanent harm

Healthcare Professional Visit, Emergency Room Visit Without Hospital
Admission

He had three emergency room visits 2 MRI's 2 cat scans multiple blood
tests 2 month stay in an inpatient unit for nicotine addition He had to
leave public high school and go to a private boarding school to protect
him from vaping

year(s)

Not Recovered or Unresolved

User(s)

Male
White



Ethnicity Not Hispanic or Latino
Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 15

Select Unit of Age year(s)

Please list any known pre-
existing health problems for cleft palate ADHD anxiety
the affected person

Medications and Supplements

Please list the prescription

medications, over-the-

counter medications,

vitamins, and/or concerta Lexapro intuiniv
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

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

Tobacco Product Subtype E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

vaporizer
Select all that apply to Rechargeable product, Uses prefilled cartridge, cart, cartomizers or
the electronic cigarette, carto., Uses refillable cartridge, cart, cartomizers or carto (that are filled

electronic nicotine or vaping by the user)



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

Describe the e-liquid mix

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

apply)

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

Was the e-liquid dripped on
to the atomizer or heating
element?

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

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

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

What is the country of
manufacture of the tobacco
product?

Where is the tobacco
product now?

How was this product
acquired?

Do you know where the
product was purchased?

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

JUUL high nicotine

Nicotine, Flavor(s)

Mint (such as wintergreen or spearmint), Fruit, Candy or Chocolate

Unknown

JUUL

01/24/2018

<blank>

Don't Know

<blank>

United States

Product was discarded

In a Store

Yes



Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Purchase Location Name <blank>
Country <blank>
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)



On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Every Day

No

No

Year(s)

Month(s)

Year(s)

Yes

Yes

No

Tobacco Product Parts



Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

No

Other Tobacco Products

Additional Information

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

My son purchased JUUL and other vaping products on line and in a
vaping store in Media PA. No one is checking ID.

Attached Files

None





















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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date
Problem End Date

Please describe the health

<blank>

<blank>

No

<blank>

<blank>

<blank>

<blank>
<blank>
<blank>
<blank>
<blank>
<blank>

Consumer/Concerned Citizen (FdaTPR)

Consumer

Yes

<blank>
<blank>

After smoking excess amount of tobacco products | would fall

problem or product problem. unconscious and have a seizure



The Attachments page
will accept uploads of any
records, pictures, or other
information.

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

Treatment Received (select

all that apply) Self-Treated

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab

results, or blood work). <blank>
The Attachments page

will accept uploads of any

records, pictures, or other
information.

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

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

What is the current status of

the health problem? Recovered or Resolved

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were

affected?
Gender Female
Pregnant No

Race (Select all that apply) White

Ethnicity Hispanic or Latino

Birth date of the person who
experienced the problem _



Age of the person when the

problem occurred 21

Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or <blank>
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure
Tobacco Products
Tobacco Product Type Roll-your-own cigarette

Tobacco Product Subtype <blank>

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Bugler's
enter "unknown")

When did the person

purchase this product? <blank>
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label



Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>

product?

::'Zchitsnt::,;Obacco <blank>
:s;:.:::?this product In a Store
protuct was purchased? DT>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information



Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Describe what substances
are being mixed with the
tobacco product

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Inhaled (smoked or vaped)

Every Day

Yes

Marijuana

No

Year(s)

<blank>

<blank>

<blank>

<blank>

Yes

Yes

No



Tobacco Product Parts

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

<blank>

Tobacco Product Part Type Tobacco

When was this tobacco
product part purchased or <blank>
acquired?

UNIVERSAL PRODUCT

CODE (UPC) from Label <blank>
Any other identifying
tobacco product part <blank>

codes(e.g. SKU, item/catalog
number)

What is the country of
manufacture of the tobacco <blank>
product part?

Where is the tobacco

product part now? <blank>

Do you know who
manufactured this tobacco  <blank>
product part?

Tobacco Product Part Purchase Location

How was this tobacco

product part acquired? <blank>
Purchase Location Name <blank>
Country <blank>
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>

ZIP/Postal Code <blank>



Web Address
Email Address

<blank>

<blank>

Tobacco Product Part Manufacturer Information

State

State/Province

Tobacco Products

Tobacco Product Type

Tobacco Product Subtype

Select all that apply to

the electronic cigarette,
electronic nicotine or vaping
product (including electronic
waterpipe)

How has the electronic
cigarette, electronic nicotine
or vaping product been
modified by the user?
(select all that apply)

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)

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

<blank>

<blank>

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)

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal
vaporizer

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

The tank system has been changed

Purchased for use in a capsule, tank or refillable cartridge

Nicotine, Flavor(s)

Fruit, Candy or Chocolate



Was the e-liquid dripped on
to the atomizer or heating Yes
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Unknown
enter "unknown")

When did the person

purchase this product? <blank>
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>
product?

Where is the tobacco

product now? <blank>
How was this product

acquired? <blank>
Do you know where the

product was purchased? <blank>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information



Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco No
product when used?

Did the problem occur with
first time use of the tobacco No
product?

How long has the person
been using this type of 4
tobacco product?

Select Unit of Measure Year(s)

How soon after the tobacco
product was last used did <blank>
the problem occur?

Select Unit of Measure <blank>

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

Select Unit of Measure <blank>

Did the person continue to
use this tobacco product Yes
after the problem occurred?

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

Yes



Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts

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

<blank>

Tobacco Product Part Type Battery(reusable)

When was this tobacco
product part purchased or <blank>
acquired?

UNIVERSAL PRODUCT

CODE (UPC) from Label <blank>
Any other identifying
tobacco product part <blank>

codes(e.g. SKU, item/catalog
number)

What is the country of
manufacture of the tobacco <blank>
product part?

Where is the tobacco

product part now? <blank>

Do you know who
manufactured this tobacco  <blank>
product part?

Tobacco Product Part Purchase Location

How was this tobacco

product part acquired? <blank>
Purchase Location Name <blank>
Country <blank>

Phone <blank>



Street Address Line 1 <blank>

Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Part Manufacturer Information

State <blank>

State/Province <blank>

Other Products Used

Other Tobacco Products

Additional Information

Attached Files

None



REPORT INFORMATION

Report Profile

Report Version FPSR.FDA.CTP.V.V3
Report Category Tobacco Product Report V3
Submitted 2019-04-04

FDAICSR ID e

Report Key for Followup [N

Proxy Report Information (not applicable if this is not a proxy

report)

Report Identifying Information

Create a name to help you

find this report in the future  [{SEGTGTGTGGNGN

(max length: 50 characters)
Regulatory Status Voluntary
Type of Submission Initial

What type of report are you Health Problem associated with a tobacco product (not associated with
submitting? a product problem or defect)



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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date
Problem End Date

<blank>
<blank>
<blank>

<blank>
No

<blank>

<blank>
<blank>

United States
<blank>
<blank>

<blank>

<blank>

Consumer/Concerned Citizen (FdaTPR)

Consumer

Yes

12/12/2018

<blank>



Please describe the health
problem or product problem.
The Attachments page

will accept uploads of any
records, pictures, or other
information.

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

Treatment Received (select
all that apply)

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

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

How many users were
affected?

Gender
Race (Select all that apply)
Ethnicity

Birth date of the person who
experienced the problem

Age of the person when the
problem occurred

Select Unit of Age

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

After using an e-cig, | experienced an extremely short black out that i
believe to be a seizure. It lasted for less than 30 seconds and has only
happened once. The device was a sourin air with 5% salt nicotine

None of the above

None

minute(s)

Recovered or Resolved

User(s)

Male
White

Not Hispanic or Latino

19

year(s)

none



Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or zyrtec
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype .
vaporizer

Select all that apply to

the electronic cigarette,
electronic nicotine or vaping
product (including electronic
waterpipe)

Rechargeable product, Uses refillable cartridge, cart, cartomizers or
carto (that are filled by the user), Puff/flow activated

Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette, Purchased for use in a capsule, tank or refillable cartridge
electronic nicotine or vaping

product

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

apply)

Nicotine, Flavor(s), Glycerin

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



Was the e-liquid dripped on
to the atomizer or heating Unknown
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Sourin Air
enter "unknown")

When did the person

purchase this product? 12/12/2018
UNIVERSAL PRODUCT <blanko

CODE (UPC) from Label

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>
product?

Where is the tobacco

product now? Product was discarded

How was this product

acquired? In a Store
Do you know where the No
product was purchased?

Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information



Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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?

Inhaled (smoked or vaped)

Every Day

No

No

Month(s)

Second(s)

<blank>

<blank>

Yes

No



Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts

Other Products Used

Has the affected person

used other tobacco products Ye
(either currently or in the

past)?

Other Tobacco Products

Tobacco Product Type Cigarette

Full Tobacco Product Name
including Brand and Sub-

Brand (if unknown, please Camels
enter "unknown")
Is the tobacco product Yes

currently being used?

How is the tobacco product

used? Inhaled (smoked or vaped)

On average, how often is the

tobacco product used? Rarely



Other Tobacco Products

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

Tobacco Product Subtype E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

vaporizer
Full Tobacco Product Name
including Brand and Sub- Sourin Air
Brand (if unknown, please
enter "unknown")
Is the tobacco product Yes

currently being used?

How is the tobacco product

used? Inhaled (smoked or vaped)

On average, how often is the

tobacco product used? Every Day

Additional Information

Please describe anything

else you think the FDA

should know about this <blank>
problem. Attachments may

be added on the next page.

Attached Files

None






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

Describe who the problem

was reported to <blank>



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Product Problem Type
(select all that apply)

Describe the other product
problem

<blank>

No

<blank>

United States

<blank>

Consumer/Concerned Citizen (FdaTPR)

Consumer

Yes

Other

Gave me seizures possibly



In what setting(s) did this

problem occur? (select all One person using one or more product(s)
that apply)

Problem Start Date 03/23/2019

Problem End Date 03/24/2019

Please describe the health
problem or product problem.
The Attachments page

will accept uploads of any
records, pictures, or other
information.

Had 2 seizures within 12 hours of each other. Had MRIs, CT scans,
EEGs, and few more tests to try to pinpoint the cause but doctors can’t
seem to find the reason behind the seizures.

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

Hospitalization (overnight or longer), Needed treatment to prevent
permanent harm

Treatment Received (select

all that apply) None

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab

results, or blood work). <blank>
The Attachments page

will accept uploads of any

records, pictures, or other
information.

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

(if ongoing) how long has it 24
lasted so far?
Select Unit of Time hour(s)

What is the current status of Not Recovered or Unresolved
the health problem?

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?



Gender Male

Race (Select all that apply) White

Ethnicity Not Hispanic or Latino
Birth date of the person who

experienced the problem _

Age of the person when the

problem occurred 23

Select Unit of Age year(s)

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

No health problems or family history of epilepsy prior to vaping tobacco
products

Medications and Supplements

Please list the prescription

medications, over-the-

counter medications,

vitamins, and/or Hydrocodone/Acetaminophen (10/325)
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype .
vaporizer



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)

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

Was the e-liquid dripped on
to the atomizer or heating
element?

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

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

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

What is the country of
manufacture of the tobacco
product?

Where is the tobacco
product now?

How was this product
acquired?

Rechargeable product, Uses refillable cartridge, cart, cartomizers or
carto (that are filled by the user), Uses a tank or tank system, 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

Nicotine, Flavor(s)

Candy or Chocolate

No

Smok X-Priv Vaporizer

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>



Do you know where the
product was purchased?

Manufacturer Name

<blank>

<blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Inhaled (smoked or vaped)

Every Day

No

No



Select Unit of Measure Year(s)

How soon after the tobacco
product was last used did 1
the problem occur?

Select Unit of Measure Day(s)

How long has the person
been using this particular 1
brand or label?

Select Unit of Measure Year(s)

Did the person continue to
use this tobacco product No
after the problem occurred?

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

No

Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts

Other Products Used

Other Tobacco Products

Additional Information



Attached Files

None



REPORT INFORMATION

Report Profile

Report Version FPSR.FDA.CTP.V.V3
Report Category Tobacco Product Report V3
Submitted 2019-04-04

FDAICSR ID e

Followup by using your (N G
account

Proxy Report Information (not applicable if this is not a proxy

report)

Report Identifying Information

Create a name to help you

find this report in the future  [{S}EIIGNGNG

(max length: 50 characters)
Regulatory Status Voluntary
Type of Submission Initial

What type of report are you Health Problem associated with a tobacco product (not associated with
submitting? a product problem or defect)



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



Contact Information - Sender

Confirm Email (b)) |
First Name -

Last Name -

Phone (0)©) |

Email (If prefilled, changing

this email address will not (S ETIEGNGE

change your Login email ID)

Country United States

StrootAdaress Line 1 N
City/Town (b) (6) |
Stato GIE]

ZIP/Postal Code

Sender Category Consumer/Concerned Citizen (FdaTPR)
Consumer/Concerned

Citizen Type (select all that Consumer, Concerned citizen

apply)

Problem Summary

Problem Start Date 01/18/2019
Problem End Date 01/19/2019

Please describe the health

problem or product problem.

The Attachments page My son experienced two seizures after using a Vape for two years. One
will accept uploads of any was a grand mal seizure.

records, pictures, or other

information.

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

Treatment Received (select

all that apply) Emergency Room Visit Without Hospital Admission



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

Select Unit of Time month(s)

What is the current status of

the health problem? Not Recovered or Unresolved

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

Gender Male
Race (Select all that apply) White
Ethnicity <blank>

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 22

Select Unit of Age year(s)

Please list any known pre-
existing health problems for None
the affected person

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or <blank>
supplements taken around

the time of the health

problem.



What are the main symptoms or health problems?

Term describing the health

problem Clonic seizures

Tobacco Products

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

Tobacco Product Subtype <blank>

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Juul

enter "unknown")

When did the person

purchase this product? 12/23/2018
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco United States
product?

Where is the tobacco

product now? Product was discarded

How was this product

acquired? In a Store

Do you know where the

product was purchased? No

Manufacturer Name Other



Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Manufacturer Name (Other) <blank>

Country <blank>
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)



On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Every Day

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

No

<blank>

Unknown

Tobacco Product Parts



Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

Yes

Other Tobacco Products

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

Tobacco Product Subtype <blank>

Full Tobacco Product Name
including Brand and Sub-

Brand (if unknown, please Juul
enter "unknown")
Is the tobacco product No

currently being used?

Other Tobacco Products

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

Tobacco Product Subtype <blank>

Full Tobacco Product Name
including Brand and Sub-

Brand (if unknown, please Juul
enter "unknown")
Is the tobacco product No

currently being used?

Additional Information



Attached Files

None



REPORT INFORMATION

Report Profile

Report Version FPSR.FDA.CTP.V.V3
Report Category Tobacco Product Report V3
Submitted 2019-04-04

FDAICSR ID e

Followup by using your (N G
account

Proxy Report Information (not applicable if this is not a proxy

report)

Report Identifying Information

Create a name to help you

find this report in the future (S} SEGTTNE

(max length: 50 characters)
Regulatory Status Voluntary
Type of Submission Initial

What type of report are you Health Problem associated with a tobacco product (not associated with
submitting? a product problem or defect)



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



Contact Information - Sender

Organization Name
Confirm Email

First Name

Last Name

Did you report the problem
to the manufacturer?

<blank>

Job Title
Phone

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

Country United States
Street Address Line 1

Street Address Line 2 <blank>
City/Town

State

ZIP/Postal Code

Sender Category Consumer/Concerned Citizen (FdaTPR)
Consumer/Concerned

Citizen Type (select all that Concerned citizen

apply)

Are you the person
who experienced health

problems associated with a No
tobacco product?

Describe your relationship

to the person who Mother

experienced the health
problem

Problem Summary



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.

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

Treatment Received (select
all that apply)

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

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

How many users were
affected?

Gender

Pregnant

04/02/2019
<blank>

My daughter took a puff off of a Juul brand e cigarette and within a few
minutes felt light headed, passed out and had a seizure. The seizure
was witnessed by friends who called 911. She had on a Garman watch
that showed her HR spike from 55 to 165. Upon arrival of the EMS
they found her to be responsive but not oriented to place or time. She
answered all questions incorrectly as to where she was and what day
and year it was. Approximately 20 minutes later she was oriented and
last remembered taking the puff off of the Juul and seeing a bright light.
She has undergone extensive blood and urine testing for various drugs
and alcohol all of which were negative. She was given a CT scan of
her head and neck, EKG, ultrasound of her heart all of which were
negative. All electrolytes were within normal levels and no notable
abnormalities to CBC or CMP. Patient is now scheduled to followup
with a neurologist for an MRI and an EEG. She has lost her license to
drive for 3 months.

Life threatening

Emergency Room Visit Without Hospital Admission

w

month(s)

Not Recovered or Unresolved

User(s)

Female

No



Race (Select all that apply)  White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 18

Select Unit of Age year(s)

Please list any known pre-
existing health problems for No health problems
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.

Lo-estrin (birth control pill) Doxycycline 50mg Twice daily (for acne)
zyrtec 10mg daily as needed for allergies

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype !
vaporizer

Select all that apply to
the electronic cigarette, Disposable (non-refillable) product
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)

Was the e-liquid dripped on
to the atomizer or heating
element?

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

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

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

What is the country of
manufacture of the tobacco
product?

Where is the tobacco
product now?

How was this product
acquired?

Do you know where the
product was purchased?

<blank>

Nicotine, Flavor(s), Glycerin, Propylene Glycol, Other

natural oils, extracts,glycerol, benzoic acid

Fruit

No

Juul Mango 5% nicotine pod

04/01/2019

<blank>

Don't Know

<blank>

United States

Product was discarded

In a Store

No



Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Purchase Location Name <blank>
Country <blank>
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)



On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Rarely

No

Yes

<blank>

<blank>

Minute(s)

<blank>

<blank>

No

N/A - Person did not restart use

No

Tobacco Product Parts



Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

No

Other Tobacco Products

Additional Information

This was a high school student who did this in the school parking lot
and almost immediately fell unconscious and had a seizure. Thankfully
she was parked and not driving when this happened. She was nicotine
Naive but a seizure is an extreme reaction in an otherwise healthy
athletic child. These products are unsafe and should be removed from
the market.

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

Attached Files

None






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



Contact Information - Sender

Organization Name <blank>

Confirm Email

First Name

Last Name

Did you report the problem No

to the manufacturer?

Job Title <blank>

Phone

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

Country <blank>
Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code

Sender Category Consumer/Concerned Citizen (FdaTPR)
Consumer/Concerned

Citizen Type (select all that Consumer, Concerned citizen

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Yes

Problem Summary

Problem Start Date 12/01/2018
Problem End Date 12/19/2018
Please describe the health | was using a Suorin Air. A nicotine device just as | normally have for

problem or product problem. about a year and then | randomly passed out and had a siezure. This



The Attachments page

will accept uploads of any happened 3 times during the month of December. They lasted for about
records, pictures, or other a minute each

information.

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

Treatment Received (select

all that apply) None

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

Select Unit of Time minute(s)

What is the current status of

the health problem? Not Recovered or Unresolved

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

<blank>
Gender Male

Race (Select all that apply)  White
Ethnicity <blank>
Birth date of the person who
experienced the problem _
Age of the person when the

problem occurred 19

Select Unit of Age year(s)

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



Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or Lexapro
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Partial seizures, simple

Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype .
vaporizer

Select all that apply to

the electronic cigarette,
electronic nicotine or vaping
product (including electronic
waterpipe)

Rechargeable product, Uses refillable cartridge, cart, cartomizers or
carto (that are filled by the user), Puff/flow activated

Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette, Purchased for use in a capsule, tank or refillable cartridge
electronic nicotine or vaping

product

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

apply)

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

Nicotine, Flavor(s), Glycerin, Propylene Glycol



Was the e-liquid dripped on
to the atomizer or heating No
element?

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

| was using the Suorin Air to vaporize Salty Man Kool Peach e-liquid

When did the person

purchase this product? 08/08/2018

UNIVERSAL PRODUCT

CODE (UPC) from Label <blank>

Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco China
product?

Where is the tobacco

product now? User/Consumer has the product

How was this product

acquired? Online Order
Do you know where the No

product was purchased?

Manufacturer Name Other

Tobacco Product Packaging and Portions

Manufacturer Investigation Information



Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Manufacturer Name (Other)  Suorin

Country United States
Phone <blank>
Street Address Line 1 <blank>
Street Address Line 2 <blank>
City/Town <blank>
State <blank>
ZIP/Postal Code <blank>
Web Address <blank>
Email Address <blank>

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco No
product when used?

Did the problem occur with
first time use of the tobacco No
product?

How long has the person
been using this type of 1
tobacco product?

Select Unit of Measure Year(s)



How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

30

Second(s)

Month(s)

Yes

Yes

No

Tobacco Product Parts

Other Products Used

Other Tobacco Products

Additional Information



Attached Files

None



REPORT INFORMATION

Report Profile

Report Version FPSR.FDA.CTP.V.V3
Report Category Tobacco Product Report V3
Submitted 2019-04-04

FDAICSR ID e

rollowup by usingyour (N G
account

Proxy Report Information (not applicable if this is not a proxy

report)

Report Identifying Information

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

Regulatory Status Voluntary
Type of Submission Initial

What type of report are you Health Problem associated with a tobacco product (not associated with
submitting? a product problem or defect)



Did you report this problem
somewhere else (outside <blank>
SRP)?



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town
State/Province
ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date
Problem End Date

Please describe the health

<blank>

No

<blank>

United States Minor Outlying Islands

<blank>

Consumer/Concerned Citizen (FdaTPR)

Consumer

Yes

02/01/2017

<blank>

| STARTED USING E-CIG PRODUCTS ABOUT 5 YEARS AGO.
problem or product problem. ABOUT 2 YEARS AGO | STARTED HAVING ISSUES WITH HAVING



The Attachments page
will accept uploads of any
records, pictures, or other
information.

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

Treatment Received (select
all that apply)

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.

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

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

How many users were
affected?

Gender

MINI BLACK OUT AND HEADACHES. | DID NOT KNOW WHAT WAS
CAUSING THEM AND DID NOT HAPPEN ALL OF THE TIME. FOR
THE PAST YEAR THE HEADACHES AND BLACK OUTS CAME
MORE AND WERE MORE INTENSE TO THE POINT THAT | HAD TO
SEE A DOCTOR. IT WAS DETERMINED THAT | WAS HAVING MINI
SIEZURES AND WAS TAKING OFF WORK FOR A MONTH AND NO
DRIVING TO GET IT UNDER CONTROL. | AM GOING ON MY 3RD
MONTH OF TAKING DEPAKOTE 500 MG A DAY. | AM STILL HAVE
SOME ISSUES BUT HOPING THAT WITH CONTINUE TREATMENT
IT WILL WORK. | HAVE BEEN TOLD THAT | WILL HAVE TO BE ON
THESE MEDS FOR THE REST OF MY LIFE.

Lasting disability or other permanent health problem, Needed treatment
to prevent permanent harm

Healthcare Professional Visit, Emergency Room Visit Without Hospital
Admission

| AM CURRENTLY RECEIVING TREATMENT WITH MEDS AND
BLOOD WORK MONTHLY TO CHECK MY DEPAKOTE LEVELS. |
HAVE HAD AN EEG AND CATSCAN

<blank>

<blank>

<blank>

User(s)

Female



Pregnant No
Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the
problem occurred

N

Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription

medications, over-the-

counter medications,

vitamins, and/or DEPAKOTE 500 MG A DAY
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Frequent headaches

What are the main symptoms or health problems?

Term describing the health

problem Partial seizures, simple



Tobacco Products

Tobacco Product Type

Tobacco Product Subtype

Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette,
electronic nicotine or vaping

product
Describe the e-liquid mix

Does the e-liquid, e-juice or

vape juice contain any of the

following? (select all that
apply)

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

Was the e-liquid dripped on
to the atomizer or heating
element?

Full Tobacco Product Name,

including Brand and Sub-
Brand (if unknown, please
enter "unknown")

When did the person
purchase this product?

UNIVERSAL PRODUCT
CODE (UPC) from Label

Does the involved product
device or package bear the
"UL" symbol?

Any other identifying
tobacco product codes (for
example, SKU, item/catalog

number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco
product?

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)

E-liquid, e-juice or vape juice (purchased separately)

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

<blank>

Nicotine, Coloring Agents, Flavor(s), Glycerin

Tobacco, Fruit, Candy or Chocolate, Combination/mixture of flavors

Yes

UNKNOWN

<blank>

<blank>

<blank>

<blank>

<blank>



Where is the tobacco

product now? <blank>
How was this product

acquired? <blank>
Do you know where the

product was purchased? <blank>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day

Are other substances being
mixed in with the tobacco <blank>
product when used?



Did the problem occur with
first time use of the tobacco No
product?

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

Select Unit of Measure <blank>

How soon after the tobacco
product was last used did <blank>
the problem occur?

Select Unit of Measure <blank>

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

Select Unit of Measure <blank>

Did the person continue to
use this tobacco product Yes
after the problem occurred?

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

Yes

Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts

Other Products Used

Other Tobacco Products



Additional Information

Attached Files

None






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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date
Problem End Date

Please describe the health

problem or product problem.

<blank>
<blank>
<blank>

<blank>
<blank>
<blank>
<blank>

<blank>

<blank>
<blank>
<blank>
<blank>
<blank>
<blank>

Consumer/Concerned Citizen (FdaTPR)

Concerned citizen

<blank>

02/02/2019

<blank>

Seizures related to vaping



The Attachments page
will accept uploads of any
records, pictures, or other
information.

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

Treatment Received (select Healthcare Professional Visit, Emergency Room Visit Without Hospital
all that apply) Admission

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.

MRI, CT Scan, blood work, neurology visits, prescribed seizure
medications

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

<blank>

Select Unit of Time <blank>

What is the current status of <blank>
the health problem?

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a Nonuser(s)
separate report for each

affected person, if possible.)

How many nonusers were
affected?

Gender Male
Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _



Age of the person when the

problem occurred 26

Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or <blank>
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizures

Tobacco Products

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

Tobacco Product Subtype <blank>

Select all that apply to

the electronic cigarette,

electronic nicotine or vaping <blank>
product (including electronic
waterpipe)

Select all that apply to the e-
liquid, e-juice or vape juice  <blank>
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)

Was the e-liquid dripped on
to the atomizer or heating <blank>
element?

<blank>

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Unknown
enter "unknown")

When did the person

purchase this product? <blank>
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>

product?

Where is the tobacco <blank>
product now?

How was this product

acquired? <blank>
Do you know where the

product was purchased? <blank>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions



Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

Inhaled (smoked or vaped)

Every Day

Unknown

No

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>



Did the person continue to
use this tobacco product Yes
after the problem occurred?

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

Yes

Did the person change

the product in any way

before using it (for example, Unknown
removing a filter from a

cigarette)?

Tobacco Product Parts

Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

Yes

Other Tobacco Products

Tobacco Product Type Cigarette

Full Tobacco Product Name
including Brand and Sub-

Brand (if unknown, please 2"k
enter "unknown")
Is the tobacco product <blanks

currently being used?



Additional Information

Please describe anything

else you think the FDA

should know about this <blank>
problem. Attachments may

be added on the next page.

Attached Files

None






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



Contact Information - Sender

Sender Category Consumer/Concerned Citizen (FdaTPR)

Problem Summary

Problem Start Date 12/25/2018
Problem End Date <blank>

Please describe the health
problem or product problem.
The Attachments page

will accept uploads of any
records, pictures, or other
information.

| think my son had nicotine poisoning from the juul. He vomits and then
has a seizure. My son is not epileptic, but now they think he could be! |
am not convinced.

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

Hospitalization (overnight or longer), Needed treatment to prevent
permanent harm

Treatment Received (select Healthcare Professional Visit, Emergency Room Visit Without Hospital
all that apply) Admission

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab

results, or blood work). Anti seizure meds
The Attachments page

will accept uploads of any

records, pictures, or other

information.

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

Select Unit of Time month(s)

What is the current status of

the health problem? Not Recovered or Unresolved



Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were

affected? <blank>

Gender Male
Race (Select all that apply) White
Ethnicity <blank>

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 18

Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or <blank>
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizures



Tobacco Products

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

E-cigarette, vape pen (or vaporizing pen), hookah pen, mod, personal

Tobacco Product Subtype .
vaporizer

Select all that apply to

the electronic cigarette,
electronic nicotine or vaping
product (including electronic
waterpipe)

Rechargeable product, Uses prefilled cartridge, cart, cartomizers or
carto., Puff/flow activated

Select all that apply to the e-

liquid, e-juice or vape juice

for your electronic cigarette, Purchased for use in a capsule, tank or refillable cartridge
electronic nicotine or vaping

product

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

apply)

Nicotine, Flavor(s)

What type(s) of flavor(s)
does the e-liquid contain? Mint (such as wintergreen or spearmint)
(select all that apply)

Was the e-liquid dripped on
to the atomizer or heating No
element?

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Juul

enter "unknown")

When did the person

purchase this product? 12/12/2018
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)



What is the country of
manufacture of the tobacco United States
product?

Where is the tobacco

product now? User/Consumer has the product

How was this product

acquired? In a Store
Do you know where the No
product was purchased?

Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco

product used? Inhaled (smoked or vaped)

On average, how often is

this tobacco product used? Every Day



Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Unknown

No

<blank>

Month(s)

<blank>

Minute(s)

<blank>

Month(s)

Yes

Yes

No

Tobacco Product Parts

Other Products Used



Other Tobacco Products

Additional Information

Attached Files

None






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



Contact Information - Sender

Organization Name (b))
Confirm Email (b) 6) |

First Name -

Last Name (b) (6) |

Did you report the problem
to the manufacturer?

Job Title OICN
Phone I

Email (If prefilled, changing

this email address will not _

change your Login email ID)

No

Country United States

Street Address Line 1 (bye) ]

Street Address Line 2 (b) (6) |

City/Town (0) (6)

State (b) (6)]
|

ZIP/Postal Code
Sender Category Healthcare Professional (FdaTPR)
Healthcare Professional type Physician

Are you the person
who experienced health

problems associated with a No

tobacco product?

Describe your relationship

to the person who .
Patient

experienced the health
problem

Problem Summary

Problem Start Date 01/25/2019



Problem End Date 01/25/2019

Please describe the health
problem or product problem.
The Attachments page

will accept uploads of any
records, pictures, or other
information.

Generalized tonic-clinic seizure

Do any of these apply to the
health problem? (Select one Needed treatment to prevent permanent harm
or more)

Treatment Received (select Healthcare Professional Visit, Emergency Room Visit Without Hospital
all that apply) Admission

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.

MRI - congenital area of cortical dysmyelinosis (unrelated); ambulatory
EEG-normal

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

Select Unit of Time day(s)

What is the current status of Recovered or Resolved
the health problem?

Affected Person

Affected Person Identifier
Code -

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

Gender Female



Pregnant No
Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 7

Select Unit of Age year(s)

Please list any known pre-
existing health problems for None
the affected person

Medications and Supplements

Please list the prescription

medications, over-the-

counter medications,

vitamins, and/or Blivosi (birth control pill), Advil
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Tonic-clonic seizures

Tobacco Products

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

Tobacco Product Subtype E-liquid, e-juice or vape juice (purchased separately)

Select all that apply to the e-

. .. . Purchased in a non-refillable disposable cartridge
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)

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

Nicotine, Flavor(s)

Was the e-liquid dripped on
to the atomizer or heating Unknown
element?

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

Suorin Drop/Naked 100e Liquid/Hawai'ian Pog

When did the person

purchase this product? /12019

UNIVERSAL PRODUCT

CODE (UPC) from Label <blank>

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco United States

product?
Where is the tobacco

Unknown
product now?
How was this product In a Store
acquired?
Do you know where the No

product was purchased?

Manufacturer Name <blank>



Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

Inhaled (smoked or vaped)

<blank>

<blank>

Yes

<blank>

<blank>

<blank>

<blank>



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

Select Unit of Measure <blank>

Did the person continue to
use this tobacco product No
after the problem occurred?

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

N/A - Person did not restart use

Did the person change

the product in any way

before using it (for example, No
removing a filter from a
cigarette)?

Tobacco Product Parts

Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

Unknown

Other Tobacco Products

Additional Information

Please describe anything
else you think the FDA Only the obvious- These things should be removed from the market
should know about this



problem. Attachments may
be added on the next page.

Attached Files

None
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Did you report this problem
somewhere else (outside No
SRP)?



Contact Information - Sender

Organization Name <blank>

Confirm Email IO
First Name -

Last Name (b) (6)

Did you report the problem No

to the manufacturer?

Job Title <blank>

Phone <blank>

Email (If prefilled, changing

this email address will not (Sl STIEGNGNGE

change your Login email ID)

Country United States

Street Address Line 1 <blank>

Street Address Line 2 <blank>

City/Town <blank>

State <blank>

ZIP/Postal Code <blank>

Sender Category Healthcare Professional (FdaTPR)

Healthcare Professional type Physician

Are you the person

who experienced health
problems associated with a
tobacco product?

No

Describe your relationship
to the person who
experienced the health
problem

Health provider

Problem Summary

Problem Start Date 01/01/2019



Problem End Date 01/01/2019

Please describe the health
problem or product problem.
The Attachments page

will accept uploads of any
records, pictures, or other
information.

Patient had a generalized seizure lasting approximately 3 minutes
immediately after using a nicotine vape device. He had used device

in past, but inhaled several times in the minutes leading up to seizure.
Thorough evaluation was performed for first time seizure including brain
imaging with MRI and EEG. No alternative cause was identified.

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

Treatment Received (select

all that apply) Emergency Room Visit Without Hospital Admission

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

Select Unit of Time minute(s)

What is the current status of Recovered or Resolved
the health problem?

Affected Person

Affected Person Identifier

Code <blank>

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

Gender Male
Race (Select all that apply) White
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 18

Select Unit of Age year(s)



Please list any known pre-
existing health problems for none
the affected person

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or <blank>
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Tonic-clonic seizures

Tobacco Products

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

Tobacco Product Subtype <blank>

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Unknown
enter "unknown")

When did the person

purchase this product? <blank>
UNIVERSAL PRODUCT <blank>

CODE (UPC) from Label

Does the involved product
device or package bear the  <blank>
"UL" symbol?



Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>
product?

Where is the tobacco

product now? <blank>
How was this product <blank>
acquired?

Do you know where the

product was purchased? <blank>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information



Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Inhaled (smoked or vaped)

<blank>

<blank>

No

<blank>

<blank>

<blank>

<blank>

<blank>

<blank>

Unknown

No

<blank>

Tobacco Product Parts



Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

No

Other Tobacco Products

Additional Information

Please describe anything

else you think the FDA

should know about this <blank>
problem. Attachments may

be added on the next page.

Attached Files

None






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



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Describe your relationship
to the person who
experienced the health
problem

Problem Summary

<blank>

<blank>

No

<blank>

<blank>

<blank>

United States
<blank>
<blank>
<blank>
<blank>

<blank>

Consumer/Concerned Citizen (FdaTPR)

Concerned citizen

No

Mother



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.

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

Treatment Received (select
all that apply)

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.

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

Select Unit of Time

What is the current status of
the health problem?

Affected Person

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

How many users were
affected?

Gender

Race (Select all that apply)

07/19/2018
07/19/2018

Seizures after using a "Jewel" E Cigarette Also he got a bacterial
infection and had to have it surgically cleaned out. It was a staff
infection and he could have lost his arm if not taken care of.

Life threatening, Hospitalization (overnight or longer), Needed treatment

to prevent permanent harm

Healthcare Professional Visit

For the seizure he had an MRI and numerous other neurological tests.
For the bacterial infection, he had surgery.

week(s)

Recovered or Resolved

User(s)

Male
White



Ethnicity Hispanic or Latino
Birth date of the person who
experienced the problem _

Age of the person when the

problem occurred 14

Select Unit of Age year(s)

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

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or None
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

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

Tobacco Product Subtype <blank>

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

Unknown



When did the person

purchase this product? <blank>

UNIVERSAL PRODUCT

CODE (UPC) from Label <blank>

Does the involved product
device or package bear the Don't Know
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>

product?

Where is the tobacco <blank>
product now?

How was this product <blank>
acquired?

Do you know where the

product was purchased? <blank>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location



Tobacco Product Manufacturer Information

Tobacco Product Use Details

How was the tobacco
product used?

On average, how often is
this tobacco product used?

Are other substances being
mixed in with the tobacco
product when used?

Did the problem occur with
first time use of the tobacco
product?

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

Select Unit of Measure

How soon after the tobacco
product was last used did
the problem occur?

Select Unit of Measure

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

Select Unit of Measure

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 a
cigarette)?

Inhaled (smoked or vaped)

Some Days

No

No

Year(s)

Week(s)

<blank>

<blank>

Yes

No

Unknown



Tobacco Product Parts

Other Products Used

Other Tobacco Products

Additional Information

Attached Files

None












































































































CTU No.: FDA-CDER-CTU-2019- | Department: CTP | RCT No.: RCT- | CTU Triage Date
10

MedWatch 3500B Consumer/Patient Report

The FDA Safety Information and Adverse Event Reporting Program

: 04-04-2019 | Total Pages:

FDA Safety Report ID # | (0) 6] | FDA Received Date

03-Apr-2019

SECTION A - ABOUT THE PROBLEM

Were hurt or had a bad side effect
(including new or worsening
symptoms)

Used a product incorrectly which
AL What kind of problem was it? could have or led to a problem

Noticed a problem with the quality of
the product

Had problems after switching from
one product maker to another maker

Hospitalization - admitted or stayed
longer

Yes

Required help to prevent permanent
harm

Disability or health problem

Yes

A2. Did any of the following happen? Birth defect

Life-threatening

Death (include date)

Other serious/important medical
incidents (please describe)

Yes

Grand mal seizures

A3. Date the problem occurred: 09-Mar-2016
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CTU No.: FDA-CDER-CTU-2019- | Department: CTP | RCT No.: RCT- | CTU Triage Date: 04-04-2019 | Total Pages:

10

A4. Tell us what happened and how it happened:

I have had five grand mal seizures and will be seeing my neurologist within the next few weeks to discuss another two situations that seizures may have occurred. | am assuming that these two instances are seizures with one not being
a grand mal seizure (my assumption is based off of my own research from online websites that | think are credible). | am contacting you because | saw a news article about the relations between e-cigarettes and seizures. | graduated
high school in 2016 and had used e-cigarettes during late high school. | have gotten multiple EEGs done with all being normal besides the one in which | stayed in the hospital. The staff told me that | have genetic epilepsy but nobody in
my family or extended family has epilepsy or has had a seizure. | received this information from someone who exams EEGs (waves if you will) that works with my neurologist. From the same person, | was told that | had 20 spike in my
EEG during the day that | stayed in the hospital. She explained it to me as sparks that can cause a fire/seizure. From what | can remember, she also said that most of these spikes happened when | was sleeping.
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A5. Relevant Tests/Laboratory Data:

Test5

Test Date:

Test Name:

Test Result:

Test Unit:

Low Test Range:

High Test Range:

Test 6

Test Date:

Test Name:

Test Result:

Test Unit:

Low Test Range:

High Test Range:

Test7

Test Date:

Test Name:

Test Result:

Test Unit:

Low Test Range:

High Test Range:

Test 8

Test Date:

Test Name:

Test Result:

Test Unit:

Low Test Range:

High Test Range:
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A5. Additional Comments:

Please select the cause of the problem that Problem with a product Yes

applies below: Problem with a device Yes

SECTION B - PRODUCT AVAILABILITY

B1. Do you still have the product in case we need to No
evaluate it?

B2. Do you have a picture of the product?
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| Department: CTP | RCT No.: RCT-

| CTU Triage Date: 04-04-2019 | Total Pages:

SECTION C - ABOUT THE PRODUCTS

Product 2

C1. This report is about

Drug

Cosmetic, Dietary Supplement or
Food/Medical Food

C2. Name(s) of the product as it appears on the box,
bottle, or package:

C3. Check if therapy is on-going

C4. Name(s) of the company that makes (or
compounds) the product:

C5. Product Type:

OTC (Over-the-counter)

Compounded

Generic

Biosimilar

C6. Expiration date:

C7. Lot number:

C8. NDC number:

C9. Strength:

C10. Quantity:

C11. Frequency:

C12. How was it taken or used?

C13a. Date the person first started taking or using the
product:

C13b. Date the person stopped taking or using the
product:

C14. Give best estimate of duration:

C15. Why was the person using the product?

C16. Did the problem stop after the person reduced
the dose or stopped taking or using the product?

C17. Did the problem return if the person started
taking or using the product again?
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E8. List known medical conditions:

Epilepsy, adhd, severe anxiety and depression

E9. Please list all allergies:

None known

E10. List any other important information about the person:

weed consumption, rare alcohol use, nicotine
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Did you report this problem
somewhere else (outside No
SRP)?



Contact Information - Sender

Organization Name
Confirm Email
First Name

Last Name

Did you report the problem
to the manufacturer?

Job Title
Phone

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

Country

Street Address Line 1
Street Address Line 2
City/Town

State

ZIP/Postal Code
Sender Category

Consumer/Concerned
Citizen Type (select all that

apply)

Are you the person

who experienced health
problems associated with a
tobacco product?

Problem Summary

Problem Start Date
Problem End Date

Please describe the health

<blank>

No

<blank>

United States

<blank>

Consumer/Concerned Citizen (FdaTPR)

Concerned citizen

<blank>

03/01/2019
03/30/2019

My son had to separate seizures on two separate incidents after vaping

problem or product problem. nicotine



The Attachments page
will accept uploads of any
records, pictures, or other
information.

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

Treatment Received (select

all that apply) Self-Treated

Please describe treatment

the person received,

including results of any

tests (such as x-rays, lab

results, or blood work). <blank>
The Attachments page

will accept uploads of any

records, pictures, or other
information.

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

Select Unit of Time minute(s)

What is the current status of

the health problem? Recovered or Resolved

Affected Person

Who was affected by this

tobacco problem? (Select

one) (Please submit a User(s)
separate report for each

affected person, if possible.)

How many users were
affected?

Gender Male
Race (Select all that apply)  <blank>
Ethnicity Not Hispanic or Latino

Birth date of the person who
experienced the problem _



Age of the person when the

problem occurred 14

Select Unit of Age year(s)

Please list any known pre-
existing health problems for Type 1 diabetes, seizures
the affected person

Medications and Supplements

Please list the prescription
medications, over-the-

counter medications,

vitamins, and/or Insulin
supplements taken around

the time of the health

problem.

What are the main symptoms or health problems?

Term describing the health

problem Seizure

Tobacco Products

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

Tobacco Product Subtype <blank>

Full Tobacco Product Name,
including Brand and Sub-

Brand (if unknown, please Unknown
enter "unknown")

When did the person

purchase this product? <blank>
UNIVERSAL PRODUCT <blanks

CODE (UPC) from Label



Does the involved product
device or package bear the  <blank>
"UL" symbol?

Any other identifying

tobacco product codes (for

example, SKU, item/catalog <blank>
number, manufacturing date/

batch code)

What is the country of
manufacture of the tobacco <blank>

product?

::'Zchitsnt::,;Obacco <blank>
:c?;:l:::?t his product <blank>
protuct was purchased? DT>
Manufacturer Name <blank>

Tobacco Product Packaging and Portions

Manufacturer Investigation Information

Tobacco Product Purchase Location

Tobacco Product Manufacturer Information



Tobacco Product Use Details

How was the tobacco

product used? <blank>

On average, how often is

this tobacco product used? <blank>

Are other substances being
mixed in with the tobacco <blank>
product when used?

Did the problem occur with
first time use of the tobacco No
product?

How long has the person
been using this type of 6
tobacco product?

Select Unit of Measure Month(s)

How soon after the tobacco
product was last used did 5
the problem occur?

Select Unit of Measure Minute(s)

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

Select Unit of Measure <blank>

Did the person continue to
use this tobacco product Yes
after the problem occurred?

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

Yes

Did the person change

the product in any way

before using it (for example, <blank>
removing a filter from a

cigarette)?

Tobacco Product Parts



Other Products Used

Has the affected person
used other tobacco products
(either currently or in the
past)?

No

Other Tobacco Products

Additional Information

Please describe anything

else you think the FDA

should know about this E-cigs cause seizures
problem. Attachments may

be added on the next page.

Attached Files

None
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