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Safety Reporting Portal 

REPORT INFORMATION 

Report Profile 

Report Vers ion FPSR.FDA.CTP.V.V1 

Report Category Tobacco Product Report 

Submitted 2014-01-10] 16:27:56 

FDAICSRID 

Report Key for Followup 

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 submitting? Health-Related Problem associated with a tobacco product (not associated with a product 
problem or defect) 



Contact Information -Sender 

Country United States 

Street Address Line 1 

Street Address Line 2 <blank> 

ZIP/Postal Code (ll 

Check here if you wish to remain anonymous. <blank> 

May the FDA contact you to follow-up if 
necessary? 

Yes 

Preferred method of contact Email 

Sender Category Consumer/Concerned Citizen 

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

Please describe your relationship to the person 
who experienced the health problem 

<blank> 

Product Information 

Brand Name or Product Name <blank> 

Universal Product Code (UPC) from label <blank> 

Did the product come from another country? <blank> 

Product Type Other 

When did the person purchase this product? <blank> 

Does the person still have the product? Unknown 

Description of other tobacco product type e-cigarette 

Do you know where the product was 
purchased? 


No 

Do you know who manufactured this product? No 


Product Purchase Location 

Manufacturer Information 



Product Use Details 

When did the person open the package and 
start using the product that may have caused 

t he health problem? 
<blank> 

When did the person stop using the product 
that may have caused the health problem? 

<blank> 

How long has the person been using this 
brand? 

<blank> 

Select Unit of Measure <blank> 

Was the product bei ng used when the health 
problem occurred? 

Yes 

Did the person use this product before w ithout 
a problem? 

Unknown 

Did the person change the product in any way 
before using it (for example: removing a filter 

from a cigarette)? 
Unknown 

Is the affected person currently using other 
tobacco products (within past month)? 

No 

Does the person who had the adverse event 
also drink alcohol? 

No 

Has the affected person used other tobacco 
products in the past? 

No 

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

<blank> 

On average, number of pieces, pinches, dips, 
or rubs used 

<blank> 

Please select <blank> 

Reaction and Product Relatedness 

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

<blank> 

Select Unit of Measure <blank> 

Did the person stop using the product when 
he/she had the health problem? 

<blank> 

Problem Summary 

Health problem start date 12/12/2013 


Health problem end date 1211212013 


How long did the health problem last (if 

resolved) (or if ongoing, how long has it lasted 

so far)? 

1.25 


Select Unit of Time hour(s) 


I was attending a talk in a college auditorium. I became headachy and nauseated I could also 



Please describe the health problem or product 
problem: 

smell something that smelled like tobacco which made me think I may be sitting next to a smoker 
(not actively smoking). After a few minutes I noticed that a man about two to three rows directly
ahead of me (he was on the front row) was using an e-cigarette, quite openly and freely . The 
headache and nausea lasted until the talk was over and he left. I stayed for a book signing after 
that and my headache and nausea got better once the man was gone from the auditorium. 

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


None of the above 


Outcome to date Recovered/Resolved 

Was the person taken to an emergency facility? No 

Was the person evaluated by a healthcare 
professional? 


No 


Has the person had a similar health problem or 
product problem? 

Yes 

Please describe the similar health problem or 
product problem 

What are the main symptoms or health 
problems? (select up to 5) 

I am sensitive to strong smells (perfumes and lotions, for example) and chemical exposures 
which usually make me cough . This current exposure to e-cigarette vapor wasn't close enough to 
make me cough, but I felt that the headache and nausea was directly linked to the vapor 
exposure. 

Pain, numbness, itching or unusual sensation, Tired, weak, dizzy, confused, feel bad/sick, Other 
problem not listed 

Affected Person 

Gender Female 


Pregnant No 


Race (Select one or more) White 


Ethnicity <blank> 


Birth date of the person who experienced the 

health problem 


Age of the person when the health problem 

occurred 60

Select Unit of Age year(s) 

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

Product Components 

Other Products Used 

Other Tobacco Products Currently Used 

Other Tobacco Products Used in the Past 



Medications, Vitamins and Supplements 

Please give us info rmation about prescription 

medications, OTC medications, v itamins 


and/or supplements taken around the time of 
the health problem 

Prevacid Solutab calcium, magnesium, Vit D baby asp1nn 

Attached Files 

None 



Safety Reporting Portal 

REPORT INFORMATION 

Report Profile 

Report Version FPSR.FDA.CTP.V.V1 

Report Category Tobacco Product Report 

Submitted 2014-01-12]06:48 :57 

FDA ICSR ID 

Report Key for Followup 

Report Identifying Information 

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

Regulatory Status Voluntary 

Type of Sub mi ssi o n Initial 

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



Contact Information -Sender 

Confirm Email 

First Name 

Phone 

Email 

Country United States 

Street Address Line 1 

Street Address Line 2 <blank> 

City/Town 

State (!:i 

ZIP/Postal Code (Q] 

Check here if you wish to remain anonymous. No 

May the FDA contact you to follow-up if 
necessary? 

Yes 

Preferred method of contact Email 

Sender Category Consumer/Concerned Citizen 

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

No 

Please describe your relationship to the person 
who experienced the health problem 

Mother 

Product Information 

Brand Name or Product Name unknown 

Universal Product Code (UPC) from label <blank> 


Did the product come from another country? <blank> 


Product Type Other 


When did the person purchase this product? <blank> 


Does the person still have the product? Unknown 

Description of other tobacco product type Electronic cigarette 

Do you know where the product was 
purchased? 

No 

Do you know who manufactured this product? No 

Product Purchase Location 

Manufacturer Information 



Product Use Details 

When did the person open the package and 

start using the product that may have caused 

the health problem? 

<blank> 


When did the person stop using the product 
that may have caused the health problem? 


<blank> 


How long has the person been using this 
brand? 


<blank> 


Select Unit of Measure <blank> 

Was the product being used when the health 
problem occurred? 


No 


Did the person use this product before without 
a problem? 


No 


Did the person change the product in any way 

before using it (for example: removing a filter 

from a cigarette)? 

<blank> 


Is the affected person currently using other 
tobacco products (within past month)? 


No 


Does the person who had the adverse event 
also drink alcohol? 


No 


Has the affected person used other tobacco 
products in the past? 


No 


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

Electronic cigarettes need to be regulated like normal tobacco products. rne effects of second 
hand exposure are unknown and potentially dangerous to the public, especially children. 

On average, number of pieces, pinches, dips, 
or rubs used 


<blank> 


Please select <blank> 

Reaction and Product Relatedness 

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

<blank> 

Select Unit of Measure <blank> 

Did the person stop using the product when 
he/she had the health problem? 

<blank> 

Problem Summary 

Health problem start date 10/24/2013 


Health problem end date 10/24/2013 


How long did the health problem last (if 

resolved) (or if ongoing, how long has it lasted 

so far)? 

4 


Select Unit of Time hour(s) 


Please describe the health problem or product My daughter suffered trouble breathing and aggravation to a chest cold that had all but cleared 



problem: up after accidental and unintentional exposure to e-cig vapors in a restaurant. 

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

None of the above 

Outcome to date Recovered/Resolved 

Was the person taken to an emergency facility? No 

Was the person evaluated by a healthcare 
professional? 

No 

Has the person had a similar health problem or 
product problem? 

No 

Please describe the similar health problem or 
product problem 

<blank> 

What are the main symptoms or health 
problems? (select up to 5) 

<u>Lungs or Breathing problem</u> (<i>such as: cough, asthma, wheezing, lung infection</i>) 

Affected Person 

Gender Female 

Pregnant No 


Race (Select one or more) White 


Ethnicity Not Hispanic or Latino 


Birth date of the person who experienced the 
health problem 

Age of the person when the health problem 
occurred 3

Select Unit of Age year(s) 

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

Product Components 

Other Products Used 

Other Tobacco Products Currently Used 

Other Tobacco Products Used in the Past 

Medications, Vitamins and Supplements 



Please give us information about prescription 
medications, OTC medications, vitamins 

and/or supplements taken around the time of 
the health problem 

<blank>

Attached Files 

None 



REPORT INFORMATION 

Report Profile 

Report Version FPSR.FDA.CTP.V.V1 

Report Category Tobacco Product Report 

Submitted 2014-01-16~14 : 05 : 09 

FDAICSRID 

Report Key for Followup 

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 submitting? Health-Related Problem associated with a tobacco product (not associated with a product 
problem or defect) 



Contact Information -Sender 

Confirm Email 

Country United States 

Street Address Line 1 

Street Address Line 2 <blank> 

City/Town 

State 

ZIP/Postal Code 

Check here if you wish to remain anonymous. <blank> 

May the FDA contact you to follow-up if 
necessary? 

Yes 

Preferred method of contact Email 

Sender Category Consumer/Concerned Citizen 

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

Yes 

Please describe your relationship to the person 
who experienced the health problem 

<blank> 

Product Information 

Brand Name or Product Name Blu electronic cigarettes 

Universal Product Code (UPC) from label 8 54055 00433 

Did the product come from another country? Unknown 

Product Type Cigarettes 

When did the person purchase this product? 01/08/2014 

Does the person still have the product? Yes 


Do you know where the product was 
purchased? 


Yes 


Do you know who manufactured this product? Yes 


Product Purchase Location 

Purchase Location Name Local tobbaco store 

Country United States 

Street Address Line 1 <blank>



Street Address Line 2 <blank> 

City/Town <blank> 

State <blank> 

ZIP/Postal Code <blank> 

Phone <blank> 

How was this product purchased? in a store 

Web Address <blank> 

Manufacturer Information 

Firm/Organization Name Blu ecigs I Lorillard Technologies, Inc. 

Country United States 

Phone 1-888-207-4588 

Street Address Line 1 <blank> 

Street Address Line 2 <blank> 

City/Town Charlotte 

State North Carolina 

ZIP/Postal Code 28273 

Web Address http://www.blucigs.com/ 

Product Use Details 

When did the pers on open the package and 
start using the product that may have caused 

the health problem? 
01/08/2014 

When did the person stop using the product 
that may have caused the health problem? 0111112014

How long has the person been using this 
brand? 

Select Unit of Measure less than 7 days 

Was the product being used when the health 
problem occurred? 

Yes 

Did the person use this product before without 
a problem? 


No 


Did the person change the product in any way 

before using it (for example: removing a filter 

from a cigarette)? 

No 


Is the affected person currently using other 
tobacco products (within past month)? 

Yes 

Does the person who had the adverse event 
also drink alcohol? 

Yes 

Has the affected person used other tobacco 
products in the past? 

Yes 

How many drinks per week? <5 drinks/week 

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

<bl k> 

http:http://www.blucigs.com


On average, number smoked 

Please select per week 

Reaction and Product Relatedness 

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

Select Unit of Measure minute(s) 


Did the person stop using the product when 
he/she had the health problem? 


Yes 


Did the symptoms from the health problem go 

away or get better when the person stopped or 

reduced the amount of product used? 

Yes 


Did the person start using the product again? No 


How long was it before the person started 
using the product again? 


<blank> 


Select Unit of Measure <blank> 


Did the health problem happen again after the 
person started using the product again? 


<blank> 


Problem Summary 

Health problem start date 01/08/2014 

Health problem end date 01/11/2014 

How long did the health problem last (if 

resolved) (or if ongoing, how long has it lasted 

so far)? 

3 


Select Unit of Time day(s) 

Please describe the health problem or product 
problem: 

Every time 1used the product it would give me a headache 

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

None of the above 

Outcome to date Recovered/Resolved 

Was the person taken to an emergency facility? No 

Was the person evaluated by a healthcare 
professional? 

No 

Has the person had a similar health problem or 
product problem? 

No 

Please describe the similar health problem or 
product problem 

<blank> 

What are the main symptoms or health 
problems? (select up to S) Pain, numbness, itching or unusual sensation 

Affected Person 

Gender Male



Race (Select one or more) White 

Ethnicity Not Hispanic or Latino 

Birth date of the person who experienced the 
health problem 

Age of the person when the health problem 
occurred 

Select Unit of Age year(s) 

54

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

Product Components 

Component Type Cigarettes 

Component Purchase Location 

Component Manufacturer Information 

Product Components 

Component Type Menthol 

Component Purchase Location 

Component Manufacturer Information 

Product Components 

Component Type FSC paper 

Component Purchase Location 

Component Manufacturer Information 



Product Components 

Component Type Flavoring 

Component Purchase Location 

Component Manufacturer Information 

Product Components 

Component Type Other 

Component Purchase Location 

Component Manufacturer Information 

Other Products Used 

Other Tobacco Products Currently Used 

Other Tobacco Products Used in the Past 

Medications, Vitamins and Supplements 

Please give us information about prescription 
medications, OTC medications, vitamins 

and/or supplements taken around the time of 
the health problem 

<blank>



Attached Files 

None 



REPORT INFORMATION 

Report Profile 

Report Version FPSR.FDA.CTP.V.V1 

Report Category Tobacco Product Report 

Submitted 2014-01-21000:21:55 

FDAICSRID 

Report Key for Followup 

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 submitting? Health-Related Problem associated with a tobacco product (not associated with a product 
problem or defect) 



Contact Information- Sender 

Confirm Email 

First Name 

Last Name 

Phone <blank> 

Email 

Country United States 


Street Address Line 1 <blank> 


Street Address Line 2 <blank> 


City/Town <blank> 

State <blank> 

ZIP/Postal Code <blank> 

Check here if you wish to remain anonymous. <blank> 

May the FDA contact you to follow-up if 
necessary? 

Yes 

Preferred method of contact Email 

Sender Category Consumer/Concerned Citizen 

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

Yes 

<blank> Please describe your relationship to the person 
who experienced the health problem 

Product Information 

<blank> Brand Name or Product Name 

Universal Product Code (UPC) from label <blank> 

Did the product come from another country? <blank> 

Product Type Other 

<blank> When did the person purchase this product? 

Does the person still have the product? Yes 

Description of other tobacco product type a-cigarettes 

Do you know where the product was 
purchased? 

No 

No Do you know who manufactured this product? 

Product Purchase Location 

Manufacturer Information 



Product Use Details 

When did the person open the package and 

start using the product that may have caused 

the health problem? 

<blank> 


<blank> 
When did the person stop using the product 
that may have caused the health problem? 


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


Select Unit of Measure <blank> 

Was the product being used when the health 
problem occurred? 


Yes 


Did the person use this product before without 
a problem? 


No 


Did the person change the product in any way 

before using it (for example: removing a filter 

from a cigarette)? 

No 


Is the affected person currently using other 
tobacco products (within past month)? 


No 


Does the person who had the adverse event 
also drink alcohol? 


No 


Has the affected person used other tobacco 
products in the past? 


No 


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

the use of e-cigarettes should be banned as the health effects of second hand smoke are 
devastating and pose inherent danger for non users. 

On average, number of pieces, pinches, dips, 
or rubs used 


<blank> 


Please select <blank> 

Reaction and Product Relatedness 

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

Select Unit of Measure <blank> 

Did the person stop using the product when Unknown 
he/she had the health problem? 

Problem Summary 

Health problem start date <blank> 

Health problem end date <blank> 

How long did the health problem last (if 

resolved) (or if ongoing, how long has it lasted 12 


so far)? 


Select Unit of Time month(s) 

neighbor smokes e-cigarettes, second hand fumes have caused painful respiratory and auditory 



problems , eye redness , no prior health conditions . because user can get 300-400 puffs per 
cartridge, the second hand smoke in a residential situation is endless and has caused 
tremendous distress and health problem ...for family dog as well. Many trips to doctors including 
one trip to the emergency room for severe tightness to the chest and problem breathing . 

Disability, Hospitalization , Treatment Received 
Do any of these apply to the health problem? 
(Select one or more) 


Outcome to date Ongoing 

Please describe the health problem or product 
problem: 

Was the person taken to an emergency facility? Yes 

Yes 
Was the person evaluated by a healthcare 
professional? 


Date the person was first seen by a healthcare 
professional for this health problem 1211412013

Please describe any treatment the person 
received including results of any tests (such as 

x-rays, lab results, or blood work) 

No 

<blank> 


What are the main symptoms or health 
problems? (select up to 5) 

Has the person had a similar health problem or 
product problem? 

Please describe the similar health problem or 
product problem 


blood work, lab results each has traces of var ious chemicals and nicotine (I am not a smoker), 
now need inhaler and am being treated for asthma related symptons directly related toe­
cigarette second hand smoke. 

Burn, <u>AIIergic</u> reaction, <u>Lungs or Breathing problem </u> (<i>such as: cough , 
asthma , wheezing , lung infection</i>) , <u>Medical test(s)</u> abnormal 

Affected Person 

Gender Female 


Pregnant No 


Ethnicity 

Race (Select one or more) 

Not Hispan ic or Latino 


Birth date of the person who experienced the 

health problem 

Age of the person when the health problem 
occurred 42

Select Unit of Age year(s) 

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

White 


Product Components 

Other Products Used 

Other Tobacco Products Currently Used 

Other Tobacco Products Used in the Past 



Medications, Vitamins and Supplements 

Please give us information about prescription 
medications, OTC medications, vitamins 

and/or supplements taken around the time of 
the health problem 

<blank> 

Attached Files 

None 



REPORT INFORMATION 

Report Profile 

Report Version FPSRFOA.CTP.V.V1 

Report Category Tobacco Product Report 

Submitted 2014-01-21[20: 13:48 

FDA ICSRID 

Report Key for Followup 

Report Identifying Information 

Create a name to help you find this report in 

the future (max length: 50 characters) 


Type of Submission 

Regulatory Status

What type of report are you submitting? 

Initial 

Voluntary 

Health-Related Problem associated with a tobacco product (not associated with a product 
problem or defect) 



Contact Information- Sender 

Phone <blank> 

Email 

Country United States 

Street Address Line 1 <blank> 

Street Address Line 2 <blank> 

City/Town <blank> 

State 

ZIP/Postal Code <blank> 

Check here if you wish to remain anonymous. <blank> 

May the FDA contact you to follow-up if 
necessary? 

Yes 

Preferred method of contact Email 

Sender Category Consumer/Concerned Citizen 

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

<blank> Please describe your relationship to the person 
who experienced the health problem 

Product Information 

unknown Brand Name or Product Name 

Universal Product Code (UPC) from label <blank> 


Did the product come from another country? <blank> 


Product Type Other 


//2014 
When did the person purchase this product? 

Does the person still have the product? <blank> 

Description of other tobacco product type electronic cigarette nicotine vapor 

Do you know where the product was 
purchased? 

<blank> 

<blank> Do you know who manufactured this product? 

Product Purchase Location 

Manufacturer Information 



Product Use Details 

When did the person open the package and 

start using the product that may have caused 

the health problem? 

<blank> 


When did the person stop using the product 
that may have caused the health problem? 


<blank> 


How long has the person been using this 
brand? 


<blank> 


Select Unit of Measure less than 7 days 

Was the product being used when the health 
problem occurred? 


Yes 


Did the person use this product before without 
a problem? 


No 


Did the person change the product in any way 

before using it (for example: removing a filter 

from a cigarette)? 

No 


Is the affected person currently using other 
tobacco products (within past month)? 


No 


Does the person who had the adverse event 
also drink alcohol? 


No 


Has the affected person used other tobacco 
products in the past? 


No 


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

The person affected was not the user. 

On average, number of pieces, pinches, dips, 
or rubs used 

<blank> 

Please select <blank> 

On average, number of pieces used <blank> 

Please select <blank> 

On average, number of dabs used <blank> 

<blank> Please select 

Reaction and Product Relatedness 

How soon after the product was last used did 
the health problem occur? 15

Select Unit of Measure minute(s) 

Did the person stop using the product when 
he/she had the health problem? 

Unknown 

Problem Summary 

Health problem start date 01/21/2014 


Health problem end date 01/21/2014



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) 

Please describe the health problem or product 
problem: 	

electronic cigarette brought into small office by co-worker. Bad taste in mouth could not get rid of 
with eating or rinsing. Bad smell stuck with body. Experienced nausea, stomach pain, and slight 
headache. Stomach pain and nausea eased with fresh air. Went home, changed, showered, 
brushed teeth and gargled. Irrigated sinuses with warm salt water. This releaved most of the bad 
taste and smell. Does this happen to anyone else? Why are these chemicals allowed to be used 
in public places? 

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


None of the above 


Outcome to date Recovered/Resolved 

Was the person taken to an emergency facility? No 

Was the person evaluated by a healthcare 
professional? 


No 


Has the person had a similar health problem or 
product problem? 

Yes 

Please describe the similar health problem or 
product problem 

It happened once before after exposure to electric cigarette. 

What are the main symptoms or health 
problems? (select up to 5) 

<u>Digestive System</u> problem (<i>such as: nausea/vomiting, stomach pain, diarrhea, 
constipation</i>) 

Affected Person 

Ge nder Female 


Pregnant No 


Race (Select one or more) White 


Ethnicity Not Hispanic or Latino 


Birth date of the pers on who experienced the 

health problem 


Age of the person when the health problem 

occurred 


year(s) 
Select Unit of Age 

54

Depression. chronic occipital headaches . arthritis. Please list any known pre-existing health 
problems for the affected person 

Product Components 

Other Products Used 

Other Tobacco Products Currently Used 



Other Tobacco Products Used in the Past 

Medications, Vitamins and Supplements 

Please give us information about prescription 
medications, OTC medications, v itamins 

and/or supplements taken around the time of 
the health problem 

Advil. Effexor-EX, pseudoephedrine. Centrum Silver Vitamins for women. Glucosamine for 
Arthritis. 

Attached Files 

None 



REPORT INFORMATION 

Report Profile 

Report Version FPSR.FDA.CTP.V.V1 

Report Category Tobacco Product Report 

Submitted 2014-01-31 015:44:51 

FDA ICSRID 

Report Key for Followup 

Report Identifying Information 

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

Regulatory Status Voluntary 

Type of Submission Initial 

What t)'pe of report are you submitting? Health-Related Problem associated with a tobacco product (not associated with a product 
problem or defect) 



Contact Information -Sender 

Confirm Email 

First Name 

<blank> 

<blank> 

Last Name <blank> 


Phone <blank> 


Email <blank> 


Country United States 


Street Address Line 1 <blank> 

Street Address Line 2 <blank> 

City/Town <blank> 

State 

ZIP/Postal Code <blank> 

Check here if you wish to remain anonymous Yes 

<blank> May the FDA contact you to follow-up if 
necessary? 

Sender Category Consumer/Concerned Citizen 

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

<blank> Please describe your relationship to the person 
who experienced the health problem 

Product Information 

Brand Name or Product Name Logic, Black label. Both Menthol and non-menthol cartridges. 

Universal Product Code (UPC) from label <blank> 


Did the product come from another country? No 


Product Type NA 


When did the person purchase this product? 09/20/2013 


Does the person still have the product? Yes 


Yes 


No 


Do you know where the product was 
purchased? 


Do you know who manufactured this product? 

Product Purchase Location 

Purchase Location Name 7-11 


Country United States 


Street Address Line 1 Multiple 7-11's across 

<blank> 
Street Address Line 2



City/Town <blank> 

State 

ZIP/Postal Code <blank> 

Phone <blank> 

How was this product purchased? in a store 

Web Address <blank> 

Manufacturer Information 

Firm/Organization Name <blank> 

Country <blank> 

Phone <blank> 

Street Address Line 1 <blank> 

Street Address Line 2 <blank> 

City/Town <blank> 

State <blank> 

ZIP/Postal Code <blan k> 

<blank> Web Address 

Product Use Details 

When did the person open the package and 
start using t he product that may have caused 

the health problem? 
09/2012013 

When did the person stop using the product 
that may have caused the health problem? 

<blank> 

How long has the person been using this 
brand? 4

Select Unit of Measure Months 

Was the product being used when the health 
problem occurred? 

Yes 

Did the person use this product before without 
a problem? 


Yes 


Did the person change the product in any way 

before using it (for example: removing a filter 

from a ciga rette)? 

No 


Is the affected person currently using other 
tobacco products {within past month)? 

Yes 

Does the person who had the adverse event 
also drink alcohol? 

Yes 

Has the affected person used other tobacco 
products in the past? 

No 

How many drinks per week? 5-6 drinks/week 

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

If the cause of this Cough , weaz, moisture, is the e-cigarette and it doesn't stop here and will 
simply accumulate as i continue to smoke, it's my opinion that the effect will feel almost like 
drowning. Breathing in too much water, very , very , Slowly. 



Reaction and Product Relatedness 

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

<blank> 

Select Unit of Measure <blank> 

Did the pers on stop using the product when 
he/she had the health problem? 

No 

Problem Summary 

Health problem start date 12/01/2013 

Health problem end date 01/31/2014 

How long did the health proble m last (if 

resolved) (or if ongoi ng, how long has it lasted 

so far)? 

2 


Select Unit of Time month(s) 

Please describe the health problem or product 
problem: 	

I've picked up the habit of smoking E-Cigarette's lately. My Brand of choice at the moment is 
Logic. They work great at ridding the urge to smoke a standard cigarette. But after prolonged 
use, about 3 months, I've noticed that I'm starting to develop a very slight cough. This cough 
feels as though my lungs are now lined with too much moisture or humidity. Go into a steam 
room for an hour a day, every day, for months, and I guarantee you'll develop some kind of lung 
issue. Although I contmue to smoke them, but only because the cough is not constant and is very 
slight. But it IS noticeable. These will absolutely need some sort of regulation and testing in order 
to fully know the risks. Also, If I do not smoke enough of it, I get what feels like a blood rush to 
my head. My eyes will get slightly watery and a slight headache will develop. This is not 
something I experienced with cutting down on cigarette in the past when the E-cigarette was not 
present. But I can probably conclude that since the E-cigarette can be smoked anywhere, and 
practically all day long, I do so. This overload of nicotine may be the cause of this effect. 

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


None of the above 


Outcome to date Ongoing 

Was the person taken to an emergency facility? No 

Was the person evaluated by a healthcare 
professional? 


No 


Has the person had a similar health problem or 
product probl em? 


No 


Please describe the similar health problem or 
product problem 


<blank> 


What are the main symptoms or health 
problems? (select up to 5) 

<u>Lungs or Breathing problem</u> (<i>such as: cough, asthma, wheezing, lung infection</i>) 

Affected Person 

Gender Male 

Race (Select one or more) White 

Ethnicity Not Hispanic or Latino 

Birth date of the pers on who experienced the 
health problem 

25 Age of the pers on when the health problem 



occurred 


Select Unit of Age year(s) 


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


None 


Product Components 

Other Products Used 

Other Tobacco Products Currently Used 

Brand Name or Product Name Camel Menthol Silvers 

Product Type Cigarettes 

On average, number smoked 3 

Please select per week 

Duration of Use 6-12 months 

Other Tobacco Products Used in the Past 

Medications, Vitamins and Supplements 

Please give us information about prescription 
medications, OTC medications, vitamins 

and/or supplements ta ken around the time of 
the health problem 

<blank> 

Attached Files 

None 



REPORT INFORMATION 

Report Profile 

Report Version FPSR.FDA.CTPVV1 

Report Category Tobacco Product Report 

Submitted 2014-02-02J12:50:57 

FDAICSRID 

Report Key for Followup 

Report Identifying Information 

Create a name to help you find this report in 

the future (max length: 50 characters) e-cigs 


Regulatory Status Voluntary 

Type of Submission Initial 

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



Contact Information -Sender 

Confirm Email 

First Name 

Last Name 

Phone <blank> 

Email 

Country United States 


Street Address Line 1 


Street Address Line 2 <blank> 


City/Town 

State 

State/Province <blank> 

ZIP/Postal Code 

Check here if you wish to remain anonymous. <blank> 

May the FDA contact you to follow-up if Yes 
necessary? 

Preferred method of contact Email 

Sender Category Consumer/Concerned Citizen 

Are you the person who experienced health No 
problems associated with a tobacco product? 

Please describe your relationship to the person Husband 
who experienced the health problem 

Product Information 

Brand Name or Product Name <blank> 

Universal Product Code (UPC) from label <blank> 

Did the product come from another country? <blank> 

Product Type Other 

When did the person purchase this product? <blank> 

Does the person still have the product? Yes 

Description of other tobacco product type Electron ic cigarettes 

Do you know where the product was No 
purchased? 

Do you know who manufactured this product? No 

Product Purchase Location 



Manufacturer Information 

Product Use Details 

When did the person open the package and 
start using the product that may have caused <blank> 

the health problem? 

When did the person stop using the product <blank> 
that may have caused the health problem? 

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

Select Unit of Measure <blank> 

Was the product being used when the health <blank> 
problem occurred? 

Did the person use this product before without <blank> 
a problem? 

Did the person change the product in any way 
before using it (for example: removing a filter <blank> 

from a cigarette)? 

On average, number smoked <blank> 

Please select <blank> 

On average, number of pieces, pinches, dips, <blank> 
or rubs used 

Please select per day 

Reaction and Product Relatedness 

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

Select Unit of Measure <blank> 

Did the person stop using the product when <blank> 
he/she had the health problem? 

Problem Summary 

Health problem start date 11/10/2013 

Health problem end date 11/15/2013 

How long did the health problem last (if 

resolved) (or if ongoing, how long has it lasted 3 


so far)? 


Select Unit of Time month(s) 

High milligram liquid nicotine can be purchased to be consumed through an e-cig. Information is 
provided by manufacturer on how to mix and produce your own preferred amount. Currently myPlease describe the health problem or product husband's nicotine level is 36mgs. His addiction has led to constant consumption or chain problem: vaping. Health problems include chest pains that caused a blackout, difficulty in sleeping, loss of 
appetite, anxiety, and loss of reality. 



Do any of these apply to the health problem? Life Threatening, Treatment Received 
(Select one or more) 

Outcome to date Ongoing 

Was the person taken to an emergency facility? No 

Was the person evaluated by a healthcare Yes 
professional? 

Date the person was first seen by a healthcare 1211012013professional for this health problem 

Please describe any treatment the person 
received including results of any tests (such as Was scheduled for a stress test to evaluate heart condition, but did not follow through. 

x-rays, lab results, or blood work) 

Has the person had a similar health problem or Yes 
product problem? 

Please describe the similar health problem or Diagnosed with Angina in 2005. No life threating symptoms until Nov. 2013. Has smoked regular 
product problem cigarettes for 30+ years. 

<u>Heart or Blood</u> problem (<i>such as: chest pain, heart attack, high or low blood 
What are the main symptoms or health pressure, palpitations bleeding, clotting<li>), <u>Mood or Mental health</u> problem (<i>such 

problems? (select up to 5> as: anxiety, agitation, depression<li>) 

Affected Person 

Gender Male 

Race (Select one or more) White 


Ethnicity <blank> 


Birth date of the person who experienced the 

health problem 


Age of the person when the health problem 
 55occurred 

Select Unit of Age year(s) 

Please list any known pre-existing health High cholesterol. Angina 
problems for the affected person 

Product Components 

Other Products Used 

Other Tobacco Products Currently Used 

Other Tobacco Products Used in the Past 



Medications, Vitamins and Supplements 

Attached Files 

None 



REPORT INFORMATION 

Report Profile 

Report Version FPSR.FDA.CTP.V.V1 

Report Category Tobacco Product Report 

Submitted 2014-02-00001 :30:51 

FDAICSRID 

Report Key for Followup 

Report Identifying Information 

Create a name to help you find this report in 

t he future (max length: 50 characters) 


Regulatory Status Voluntary 

Type of Submission Initial 

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



Contact Information- Sender 

Confirm Email <blank> 

First Name <blank> 

Last Name <blank> 


Phone <blank> 


Email <blank> 


Country United States 


Street Address Line 1 <blank> 

Street Address Line 2 <blank> 

City/Town <blank> 

State 

ZIP/Postal Code <blank> 

Check here if you wish to remain anonymous. Yes 

May t he FDA contact you to follow-up if <blank> 
necessary? 

Sender Category Consumer/Concerned Citizen 

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

Please describe your relationship to the person <blank> 
who experienced t he health problem 

Product Information 

Brand Name or Product Name Vista Vapors 

Universal Product Code (UPC) from label <blank> 

Did the product come from another country? No 


Product Type Other 


When did the person purchase this product? 10//2013 


Does the person still have the product? Yes 

Description of other tobacco product type Electric Cigarette 

Do you know where the product was Yes 
purchased? 

Do you know who manufactured this product? No 

Product Purchase Location 

Purchase Location Name Vista Vapors 

Country <blank> 

Street Address Line 1 <blank> 



Street Address Line 2 <blank> 

City/Town <blank> 

State <blank> 

ZIP/Postal Code <blank> 

Phone <blank> 

How was this product purchased? website mail order 

Web Address http://www.vistavapors.com/ 

Manufacturer Information 

Product Use Details 

When did the person open the package and 

start using the product that may have caused 10//2013 


t he health problem? 


When did the person stop using the product 02112014that may have caused the health problem? 

How long has the person been using this 3brand? 

Select Unit of Measure Months 

Was the product being used when the health Yes 

problem occurred? 


Did the person use this product before without No 

a problem? 


Did the person change the product in any way 

before using it (for example: removing a filter No 


from a cigarette)? 


Is the affected person currently using other Yes 

tobacco products (within past month)? 


Does the person who had the adverse event No 

also drink alcohol? 


Has the affected person used other tobacco Yes 

products in the past? 


Please describe anything else you think the what was turning my taste buds black and it also yellows your teeth more than a cigarette does. 
The electric cigarette gets hot when you use it and alters the taste buds. I just recently realized 

FDA should know about this health problem It does help with nicotine cravings but I will be switching over to the nicotine patches tomorrow. 

On average, number of pieces, pinches, dips, 

or rubs used 


Please select per day 

On average, number of pinches used <blank> 

Please select <blank> 

Reaction and Product Relatedness 

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

http:http://www.vistavapors.com


Select Unit of Measure month(s) 

Did the person stop using the product when Yes 
he/she had the health problem? 

Did the symptoms from the health problem go 
away or get better when the person stopped or Unknown 

reduced the amount of product used? 

Did the person start using the product again? No 

How long was it before the person started <blank> 
using the product again? 

Select Unit of Measure <blank> 

Did the health problem happen again after the Not Applicable 
person started using the product again? 

Problem Summary 

Health problem start date <blank> 

Health problem end date <blank> 

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) 

Please describe the health problem or product 1 have been using Visa Vapors electric cigarette and it turned the taste buds on my tongue black. 
problem: 


Do any of these apply to the health problem? <blank> 

(Select one or more) 


Outcome to date Unknown 


Was the person taken to an emergency facility? No 


Was the person evaluated by a healthcare No 

professional? 


Has the person had a similar health problem or No 

product problem? 


Please describe the similar health problem or 1 have not gone to a doctor and will switch from the e~cigarette to nicotine patches. 
product problem 

What are the main symptoms or health Burn 

problems? (select up to 5) 


Affected Person 

Gender Female 

Pregnant <blank> 

Race (Select one or more) Black or African American 

Ethnicity Not Hispanic or Latino 

Birth date of the person who experienced the 
health problem ' 

Age of the person when the health problem 50occurred 


Select Unit of Age year(s) 




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

Product Components 

Other Products Used 

Other Tobacco Products Currently Used 

Brand Name or Product Name Nicotine patch 


Product Type <blank> 


Duration of Use Less than 1 month 


Other Tobacco Products Used in the Past 

Brand Name or Product Name Belmont Milds 


Product Type Cigarettes 


On average, number smoked 10 


Please select per day 


Duration of Use More than 12 months 


Medications, Vitamins and Supplements 

Please give us information about prescription 

medications, OTC medications, vitamins 
 Cafergotand/or supplements take n around the time of 


the health problem 


Attached Files 

None 
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... 

Safety Reporting Portal 

REPORT INFORMATION 

Report Profile 

Report Version FPSR.FDA.CTP.V.V1 

Report Category Tobacco Product Report 

Submitted 2014-02-09- 18:11 :42 

FDA ICSR ID {,_b} (6] 

Report Key for Followup 

Report Identifying Information 

Create a name to help you fi nd this report in [{Q 6]the future (max length : 50 characters) 

Regulatory Status Voluntary 

Type of Submission Initial 

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

(b) (6) 3/14/2014 
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Contact Information -Sender 

Confirm Email 

Phone 

Country United States 

Street Address Line 1 

Street Address Line 2 <blank> 

ZIP/Postal Code o 
Check here if you wish to remain anonymous. No 

May the FDA contact you to follow-up if Yes 
necessary? 

Preferred method of contact Email 

Sender Category Consumer/Concerned Citizen 

Are you the person who experienced health Yes 
problems associated w ith a tobacco product? 

Please describe your relationship to the person <blank> 
who experienced the health problem 

Product Information 

Brand Name or Product Name Vapor King 

Universal Product Code (UPC) from label unknown 

Did the product come from another country? Unknown 

Product Type Other 

When did the person purchase this product? 12/10/2013 

If. 
Does the person still have the product? Yes 

Description of other tobacco product type e-cigarett 

Do you know where the product was Yes 
purchased? 

Do you know who manufactured this product? No 

Product Purchase Location 

Purchase Location Name Vapor King 


Country United States 


w • 

3/14/2014 
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Street Address Line 1 

Street Address Line 2 <blank> 

City/Town 

State 

ZIP/Postal Code unknown 

Phone 

How was this product purchased? in a store 

Web Address <blank> 

Manufacturer Information 

Product Use Details 

When did the person open the package and 
start using the product that may have caused 11/08/2013 

the health problem? 

When did the person stop using the product 0210812014that may have caused the health problem? 

How long has the person been using this 3brand? 

Select Unit of Measure Months 

Was the product being used when the health Yes 
problem occurred? 

Did the person use this product before without Yes 

a problem? 


Did the person change the product in any way 

before using it (for example: removing a filter No 


from a cigarette)? 


Is the affected person currently using other Yes 
tobacco products (within past month)? 

Does the person who had the adverse event No 
also drink alcohol? 

Has the affected person used other tobacco Yes 
products in the past? 

Please describe anything else you think the <blank> 
FDA should know about this health problem 

On average, number of pieces, pinches, dips, 

or rubs used 


Please select per week 

Reaction and Product Relatedness 

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


Select Unit of Measure minute(s) 


(o) (6} 3/14/2014 
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Did the person stop using the product when No 
helshe had the health problem? 

Problem Summary 

Health problem start date 0210412014 

Health problem end date 02104/2014 

How iong did the health problem last (if 

resolved) (or if ongoing, how long has it lasted 


so far)? 


Select Unit of Time hour(s) 

Please describe the health problem or product Seizure (verified through MRI) resulting in a 2-day hospitalization . 
problem: 


Do any of these apply to the health proble m? Hospitalization 

(Select one or more) 


Outcome to date Ongoing 


Was the person taken to an emergency facility? Yes 


Was the person evaluated by a healthcare Yes 

professional? 


Date the person was first seen by a healthcare 
 0210412014professional for this health problem 

Please describe any treatment the person T t d 'th IV fl .d bl d th ' d t· .I t. d' t. MRII.ndicated a seizure hadreceived including results of any tests (such as rea e WI Ul s, oo lnners an an 1-epl epIC me lca IOn. 

x-rays, lab results, or blood work) occurred . 


Has the person had a similar health problem or No 

product problem? 


Please describe the similar health problem or <blank> 

product problem 


What are the main symptoms or health Other problem not listed 

problems? (select up to 5) 


Affected Person 

Gender Female 

Pregnant No 


Race (Select one or more) IM1ite 


Ethnicity Not Hispanic or Latino 


Birth date of t he person who experienced the 

health problem 


Age of the person when the health problem 
 66occurred 

Select Unit of Age year(s) 

Please list any known pre-existing health Asthma, COPD, RA 
problems for the affected person 

Product Components 

(bJ (5.:· 3/ 14/2014 
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Other Products Used 

Other Tobacco Products Currently Used 

Brand Name or Product Name Marlboro 72 


Product Type Cigarettes 


On average, number smoked 10 


Please select per day 


Duration of Use Less than 1 month 


Other Tobacco Products Used in the Past 

Brand Name or Product Name Echo 


Product Type Cigarettes 


On average, number smoked 20 


Please select per day 


Duration of Use More than 12 months 


Medications, Vitamins and Supplements 

Please give us information about prescription Advair Diskus, ProAir HFA, Lexapro, Albuteral Sulfate, Aleve, Aspirin, Caltrate Calcium w/0, 
medications, OTC medications, vitamins Clacium-magnesium-zinc. Multi Vitamin, Pcitasium Gluconate, Super B Complex w Vitamin C 

and/or supplements taken around the time of and Folic Acid, Naproxenen and Kappra,
the health problem 

Attached Files 

None 

----------------------~(6 (8) 
3/14/2014 



(6}16 E-Cigarette Page 1 of5 
~------------------------~ 

Safety Reporting Portal 

REPORT INFORMATION 


Report Profile 

Report Version FPSR.FDA.CTP.V.V1 

Report Category Tobacco Product Report 

Submitted 2014-02-18010:53:17 

FDA ICSR 10 [5)]1J. 

Report Key for Followup ( . 

Report Identifying Information 

Create a name to help you find this report in the 
future (max length: 50 characters) ~~--------'•ill-ell Cigarette 

Regulatory Status Voluntary 

Type of Submission Initial 

What type of re port are you submitting? Health-Related Problem associated w1th a tobacco product (not associated w1th a product problem 
or defect) 

2/18/2014 
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Contact Information - Sender 

Confirm Email 

First Name (Q] 

Last Name {bJ 
Phone ( (6) 

Email (b) 

Country United States 

Str~t Address Line 1 b)(6) 
Street Address Line 2 6 

ZIP/Postal Code 

Check here if you wish to remain anonymous. No 

May the FDA contact you to follow-up if Yes 
necessary? 

Preferred method of contact Email 

Sender Category Consumer/Concerned Citizen 

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

Please describe your relationship to the person <blank> 
who experienced the health problem 

Product Information 

Brand Name or Product Name Green Smart Living 

Universal Product Code (UPC) from label <blank> 

Did the product come from another country? <blank> 

Product Type Other 

When did the person purchase this product? 02/04/2013 

Does the person still have the product? Yes 

Description of other tobacco product type Electronic cigarette 

Do you know where the product was purchased? Yes 

Do you know who manufactured this product? No 

Product Purchase Location 

Purchase Location Name Holiday Oil Gas Station 


Country United States 


Street Address Line 1 <blank> 


Street Address Line 2 <blank> 


(6} (6) 2/18/2014 
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City/Town 

State 

ZIP/Postal Code <blank> 

Phone <blank> 

How was this product purchased? in a store 

Web Address <blank> 

Manufacturer Information 

Firm/Organization 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> 

Product Use Detai ls 

When did the person open the package and start 

using the product that may have caused the <blank> 


health problem? 


When did the person stop using the product that <blank> 

may have caused the health problem? 


How long has the person been using this brand? 

Select Unit of Measure Months 

Was the product being used when the health <blank> 

problem occurred? 


Did the person use this product before without a Yes 

problem? 


Did the person change the product in any way 

before using it (for example: removing a filter No 


from a cigarette)? 


Is the affected person currently using other No 

tobacco products (within past month)? 


Does the person who had the adverse event also Yes 

drink alcohol? 


Has the affected person used other tobacco Yes 

products in the past? 


How many drinks per week? 7+ drinks/ week 

Please describe anything else you think the FDA There might be a product defect, but I'm not sure It occasionally will have a burning sensation upon 
should know about this health problem my lips, not in a chemical way, but in a way that suggests the heat from the heating mechanism is 

seeping through the edges of the portion of the cartridge that touches my lips. 

On average, number of pieces, pinches, dips, or 6rubs used 

Please select per month 

(5 (51 2118/2014 
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On average, number of pinches used <blank> 

Please select <blank> 

Reaction and Product Relatedness 

How soon after the product was last used did <blank> 
th e health problem occur? 

Select Unit of Measure <blank> 

Did the person stop using the product when No 
he/she had the health problem? 

Problem Summary 

Health problem start date 01/20/2014 

Health problem end date 02118/2014 

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) 

Please describe the health problem or product cartridge). I have noticed an increase in canker sores in my mouth and generally my lips have been 
problem: 	 more chapped/dry . The chapped lips may just be due to not ingesting enough fluids (as I am wont to 

do), but since 1t touches and concerns the same area I thought I would mention it. I do not recall the 
last time I had canker sores prior to this increase in e-cig use, but I have had approximately 6 in the 
last month. They tend to go away in a week, but a few have been simultaneous with others . 

Do any of these apply to the health problem? None of the above 

(Select one or more) 


I am not sure if there are compounding factors, but I thought I would report just in case it could lead 
to more reports/investigation . I had quit smoking and then a few months later, began to study for the 
Bar Examination . In an effort to not resume smoking cigarettes I began smoking an e-cigarette (high 

Outcome to date Ongoing 

Was the person taken to an emergency facility? No 

Was the person evaluated by a healthcare No 

professional? 


Has the person had a similar health problem or No 

product problem? 


Please describe the similar health problem or <blank> 

product problem 


What are the main symptoms or health Redness, rash, swelling, blister or sore, Other problem not listed 
problems? (select up to 5) 

Affected Person 

Gender Female 

Pregnant 	 No 

Race (Select one or more) Asian , VVhite 

Ethnicity 	 <blank> 

Birth date of the person who experienced the 
health problem 

:ilh,\ r&:1 

IIM'Ll"n 


Age ofthe person when the health problem 
31occurred 

2/18/201 ~ 
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Select Unit of Age year(s) 

Please list any known pre-existing health Generally healthy . Had a diagnosis of rheumatoid arthritis in college, however, no effects from this in 
problems for the affected person the last 8 years or so. No other major health issues 

Product Components 

Other Products Used 

Other Tobacco Products Currently Used 

Other Tobacco Products Used in the Past 

Brand Name or Product Name Camel Blue , Camel Platinum 

Product Type Cigarettes 

On average, number smoked 7 

Please select per day 

Duration of Use More than 12 months 

Medications, Vitamins and Supplements 

Please give us information about prescription 
medications, OTC medications, vitamins and/or <blank> 

supplements taken around the time of the health 
problem 

Attached Files 

None 

2118/2014 
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Safety Reporting Porta• 

REPORT INFORMATION 

Report Profile 

Report Version FPSR.FDA.CTP V.V1 


Report Category Tobacco Product Report 


Submitted 2014-02-21013 52:05 


FDAICSRID 


Followup by using your account 


Report Identifying Information 

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

Regulatory Status Voluntary 

Type of Submission Initial 

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

2/24/2014 
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Contact Information- Sender 

Confirm Email 

Phone {t2 

Country United States 


Street Address Line 1 mJ:(§"-___. 


Street Address Line 2 <blank> 


City/Town 

State 

ZIP/Postal Code 

May the FDA contact you to follow-up if Yes 
necessary? 

Preferred method of contact <blank> 

Sender Category Consumer/Concerned Citizen 

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

Please describe your relationship to the person <blank> 
who experienced the health problem 

Product Information 

Brand Name or Product Name <blank> 

Universal Product Code (UPC) from label <blank> 

Did the product come from another country? <blank> 

Product Type Other 

When did the person purchase this product? <blank> 

Does the person still have the product? Yes 

Description of other tobacco product type E cigarette 

Do you know where the product was No 
purchased? 

Do you know who manufactured this product? No 

Product Purchase Location 

Manufacturer Information 

2/24/2014 
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Product Use Details 

When did the person open the package and 
start using the product that may have caused <blank> 

the health problem? 

When did the person stop using the product <blank> 
that may have caused the health problem? 

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

Select Unit of Measure <blank> 

Was the product being used when the health <blank> 
problem occurred? 

Did the person use this product before without <blank> 
a problem? 

Did the person change the product in any way 
before using it (for example: removing a filter <blank> 

from a cigarette)? 

Is the affected person currently using other No 
tobacco products (within past month)? 

Does the person who had the adverse event No 
also drink alcohol? 

Has the affected person used other tobacco No 
products in the past? 

Please describe anything else you think the <blank> 
FDA should know about this health problem 

On average, number of pieces, pinches, dips, <blank> 
or rubs used 

Please select <blank> 

Reaction and Product Relatedness 

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

Select Unit of Measure week(s) 

Did the person stop using the product when <blank> 
he/she had the health problem? 

Problem Summary 

Health problem start date 01/10/2014 

Health problem end date 02/21/2014 

How long did the health problem last (if 

resolved) (or if ongoing, how long has it lasted <blank> 


so far)? 


Select Unit of Time week(s) 

Please describe the health problem or product Employee inhales Vapors all day throughout office. One employee was out with respiratory 
problem: illness, one has persistent ccugh and I ended up with bronchitis. I nor anyone in my family has 

ever smoked and yet in a month and a half 3 people have beccme ill since "vapors" were 

(b) (6) 2/24/201 4 
~~--------------------------~------~----------------------------~ 
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introduced into our environment! 

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

Outcome to date Ongoing 

Was the person taken to an emergency facility? Yes 

Was the person evaluated by a healthcare Yes 
professional? 

Date the person was first seen by a healthcare 0211812014professional for this health problem 

Please describe any treatment the person 
received including results of any tests (such as Doxycycline and Hydrocodone-homatropine 

x-rays, lab results, or blood work) 

Has the person had a similar health problem or No 
product problem? 

Please describe the sim ilar health problem or <blank> 

product problem 


What are the main symptoms or health <u>Lungs or Breathing problem</u> (<i>such as: cough , asthma, wheezing , lung infection</i>) 
problems? (select up to 5) 

Affected Person 

Gender Female 

Pregnant No 


Race (Select one or more) Unknown 


Ethnicity Unknown 


Birth date of the person who experienced the 

health problem 


Age of the person when the health problem 
 57occurred 

Select Unit of Age year(s) 

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

Product Components 

Other Products Used 

Other Tobacco Products Currently Used 

Other Tobacco Products Used in the Past 

•b}lO} 2/24/2014 
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Medications, Vitamins and Supplements 

Please give us information about prescription 
medications, OTC medications, vitamins <blank> 

and/or supplements taken around the time of 
the health problem 

Attached Files 

None 

(b)(6) 2/24/2014 
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REPORT INFORMATION 

Report Profile 

Report Version 

Report Category 

Submitted 

FDAICSRID 

Report Key for Followup 

FPSR.FDA.CTP.V.V1 

Tobacco Product Report 

2014-02-26J16:06:48 

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 submitting? 

E-Cigr----r 

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

2/27/2014 
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Contact Information - Sender 

Confirm Email <blank> 

First Name <blank> 

Last Name <blank> 

Phone <blank> 

Email <blank> 

Country United States 

Street Address Line 1 <blank> 

Street Address Line 2 <blank> 

City/Town <blank> 

State [lq} 

ZIP/Postal Code <blank> 

Check here if you wish to remain anonymous. Yes 

May the FDA contact you to follow-up if <blank> 
necessary? 

Sender Category Consumer/Concerned Citizen 

Are you the person who experie nced health Yes 
problems associated with a tobacco product? 

Please describe your relationship to the <blank> 
person who experienced the health problem 

Product Information 

Brand Name or Product Name <blank> 

Universal Product Code (UPC) from label <blank> 

Did the product come from another country? <blank> 

Product Type Other 

When did the person purchase this product? <blank> 

Does the person still have the product? Unknown 

Description of other tobacco product type e-cigarette - vapor device 

Do you know where the product was No 
purchased? 

Do you know who manufactured this product? No 

Product Purchase Location 

Manufacturer Information 

2/27/201 4 ~--~--------------------------------~--~--~~(~ 
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Product Use Details 

When did the person open the package and 
start using the product that may have caused <blank> 

the health problem? 

When did the person stop using the product <blank> 
that may have caused the health problem? 

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

Select Unit of Measure <blank> 

Was the product being used when the health <blank> 
problem occurred? 

Did the person use this product before without <blank> 
a problem? 

Did the person change the product in any way 
before using it (for example: removing a filter <blank> 

from a cigarette)? 

Is the affected person currently using other No 
tobacco products (within past month)? 

Does the person who had the adverse event No 
also drink alcohol? 

Has the affected person used other tobacco No 
products in t he past? 

Please describe anything else you think the <blank> 
FDA should know about this health problem 

On average, number of pieces, pinches, dips, <blank> 
or rubs used 

Please select <blank> 

Reaction and Product Relatedness 

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

Select Unit of Measure <blank> 

Did the person stop using the product when <blank> 
he/she had the health problem? 

Problem Summary 

Appearance, look, smell or taste is wrong or not as expected , Child safety issue, Incorrect use 
Product Problem Type - intentional (product was used incorrectly on purpose) 

Health problem start date 02/25/2014 

Health problem end date 02/25/2014 
 

Product Problem Start Date 02/25/2014 
 

Product Problem End Date 02/25/2014 
 

2/27/2014 
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How long did the health problem last (if 
resolved) (or if ongoing, how long has it lasted 2 

so far)? 

Select Unit of Time hour(s) 

While eating dinner at 6 last night in } 6 , the person at the table next 
to me was smoking one of se e-c1garettes. The vapor oua was big enough to come over 
my table and the e-cig smoker was 'huffing' it voraciously. I got dizzy, my eyes began to water

Please describe the health problem or product and I ended up taking my food to go because of the intense heartbeat I began to develop. The 
problem: vapor smelled/tasted like bubble gum and this idiot was huffing away with her kids at the table. 

I don't know if there are any laws against smoking these devices in public like there are for 
cigarettes/cigars/pipes but I would like to see you folks address this issue. 

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

Outcome to date Ongoing 

Was the person taken to an emergency No 
 
facility? 
 

Was the person evaluated by a healthca re No 
 
professional? 
 

Has the person had a similar health problem No 
 
or product problem? 
 

Please describe the similar health problem or <blank> 
 
product problem 
 

Tired, weak, dizzy, confused, feel bad/sick, <u>Lungs or Breathing problem</u> (<i>such as: 
What are the main symptoms or health cough, asthma, wheezing, lung infection</i>), <u>Mood or Mental health</u> problem (<i>such 

problems? (select up to S) as: anxiety, agitation, depression</i>) 

Affected Person 

Gender Male 
 

Race (Select one or more) White 
 

Ethnicity Not Hispanic or Latino 
 

Birth date of the person who experienced the 
 
health problem 
 

Age of the person when the health problem 
 43occurred 

Select Unit of Age year(s) 

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

Product Components 

Other Products Used 

Other Tobacco Products Currently Used 

( ) (6) 2/27/2014 
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Other Tobacco Products Used in the Past 

Medications, Vitamins and Supplements 

Please give us information about prescription 
medications, OTC medications, vitamins <blank> 

and/or supplements taken around the time of 
the health problem 

Attached Files 

None 

2/27/2014 
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Safety Reporting Portal 

_________. 

REPORT INFORMATION 

Report Profile 

Report Version FPSR.FDA.CTP.V.V1 

Report Category Tobacco Product Report 

Submitted 2014-02-2Erl22:44 04 

FDAICSRID 

Followup by using your account 

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 submitting? Health-Related Problem associated with a tobacco product (not associated with a product 
problem or defect) 

(D) (6} 2/27/201 4 
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Contact Information -Sender 

Confirm Email 
 

FirstName In! 
 

Country United States 

Street Address Line 1 

Street Address Line 2 <blank> 

City/Town 

State 

ZIP/Postal Code .B') 

May the FDA contact you to follow-up if Yes 
necessary? 

Preferred method of contact Email 

Sender Category Consumer/Concerned Citizen 

Are you the person who experienced health No 
problems associated with a tobacco product? 

Please describe your relationship to the fiance 
person who experienced the health problem 

Product Information 

Brand Name or Product Name blu 

Universal Product Code (UPC) from label <blank> 

Did the product come from another country? Unknown 

Product Type Other 

When did the person purchase this product? 02125/2014 

Does the person still have the product? Yes 

Description of other tobacco product type electronic cigarette 

Do you know where the product was Yes 
purchased? 

Do you know who manufactured this product? No 

Product Purchase Location 

Purchase Location Name Sunoco Gas Station 

Country United States 

Street Address Line 1 (6l 

2/27/2014 
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Street Address Line 2 <blank> 

City/Town 

State 

ZIP/Postal Code (p) 

Phone <blank> 

How was this product purchased? in a store 

Web Address <blank> 

Manufacturer Information 

Product Use Details 

When did the person open the package and 
start using the product that may have caused 

the health problem? 
02/25/2014 

When did the person stop using the product 
that may have caused the health problem? 

<blank> 

How long has the person been using this 
brand? 

Select Unit of Measure Days 

Was the product being used when the health 
problem occurred? 

Yes 

Did the person use t his product before without 
a problem? 

No 

Did the person change the product in any way 
before using it (for example: removing a filter 

from a ciga rette)? 
No 

Is the affected person currently using other 
tobacco products (within past month)? 

Yes 

Does the person who had the adverse event 
also drink alcohol? 

Yes 

Has the affected person used other tobacco No 
products in the past? 

How many drinks per week? 7+ drinks/ week 

Please describe anything else you think the <blank> 
FDA should know about this health problem 

On average, number of pieces, pinches, dips, 
or rubs used 

Please select per day 

Reaction and Product Relatedness 

How soon after the product was last used did 9the health problem occur? 

Select Unit of Measure hour(s) 

2/27/201 4 
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Did the person stop using the product when Yes 

he/she had the health problem? 


Did the symptoms from the health problem go 

away or get better when the person stopped or No 


reduced the amount of product used? 


Did the person start using the product again? No 

How long was it before the person started <blank> 

using the product again? 


Select Unit of Measure <blank> 

Did the health problem happen again after the Not Applicable 

person started using the product again? 


') 

Problem Summary 

Health problem start date 02/26/2014 

Health problem end date <blank> 

How long did the health problem last (if 
 
resolved) (or if ongoing, how long has it lasted 18 
 

so far)? 
 

Select Unit of Time hour(s) 

My fiance started using blu electronic cigarette starter kit, original flavor at 3pm on Tuesday, 
Please describe the health problem or product 2/25/14. Over the night, his lips swelled to twice their normal size and became extremely 

problem: painful. Further, all his joints throughout his body hurt and ache to a debilitating point. It is 
difficult for him to walk. His hands and forearms itch and are red and burning. 

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

Outcome to date Ongoing 

Was the person take n to an emergency No 
 
facility? 
 

Was the pers on evaluated by a healthcare No 
 
professional? 
 

Has the person had a similar health problem No 
 
or product problem? 
 

Please describe the similar health problem or <blank> 
 
product problem 
 

Redness, rash, swelling, blister or sore, Pain, numbness, itching or unusual sensation, Tired, 
What are the main symptoms or health weak, dizzy, confused, feel bad/sick, <u>AIIergic</u> reaction, <u>Digestive System</u> 

problems? (select up to 5l problem (<i>such as: nausea/vomiting, stomach pain, diarrhea, constipation</i>) 

Affected Person 

Gender Male 
 

Race (Select one or more) White 
 

Ethnicity Not Hispanic or Latino 
 

Birth date of the person who experienced the 
 
health problem 
 

Age of the person when the health problem 
 44 occurred 

Select Unit of Age year(s) 

2/27/2014 
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Please list any known pre-existing health <blank> 
problems for the affected person 

Product Components 

Other Products Used 

Other Tobacco Products Currently Used 

Brand Name or Product Name Marlboro 
 

Product Type Cigarettes 
 

On average, number smoked 18 
 

Please select per day 
 

Duration of Use More than 12 months 
 

Other Tobacco Products Used in the Past 

Medications, Vitamins and Supplements 

Please give us i nformation about prescription 
 
medications, ore medications, vitamins 


and/or supplements taken around the time of Prilosec, Tramadol and Baclofyn 
the health problem 

Attached Files 

FILENAME 

Description of Attachment 

Attachment Type Photograph 

(6J (6J 2/27/201 4 
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Safety Reporting Portal 

REPORT INFORMATION 

Report Profile ..,.. . ......­
Report Version FPSR.FDACTP.V.V1 
 

Report Category Tobacco Product Report 
 

Submitted 2014-02-2Bn16:11:58 
 

FDAICSRID ' 
 

Report Key for Followup 
 

Report Identifying Information 

Create a name to help you find this report in the e-cigs fh 
future (ma x length: 50 characters ) L!lc.o-c...___. 

Regulatory Status Voluntary 

Type of Submission Initial 

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

(b) (6) 2/28/2014 
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Contact Information - Sender 

Confirm Email <blank> 

First Name <blank> 

Last Name <blank> 

Phone <blank> 

Email <blank> 

Country United States 

Street Address Line 1 <blank> 

Street Address Line 2 <blank> 

City/Town <blank> 

State 

ZIP/Postal Code <blank> 

Check here if you wish to remain anonymous. Yes 

May the FDA contact you to follow-up if <blank> 
necessary? 

Sender Category Consumer/Concerned Citizen 

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

Please describe your relationship to the person <blank> 
who experienced the health problem 

Product Information 

Brand Name or Product Name <blank> 

Universal Product Code (UPC) from label <blank> 

Did the product come from another country? Unknown 

Product Type Cigarettes 

When did the person purchase this product? <blank> 

Does the person still have the product? Unknown 

Do you know where the product was purchased? No 

Do you know who manufactured this product? No 

Product Purchase Location 

Manufacturer Information 

Product Use Details 

(p) (6) 2/28/2014 
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When did the person open the package and start 
using the product that may have caused the <blank> 

health problem? 

When did the person stop using the product that <blank> 
may have caused the health problem? 

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

Select Unit of Measure <blank> 

Was the product being used when the health Yes 
problem occurred? 

Did the person use this product before without a Unknown 
problem? 

Did the person cha nge the product in any way 
before using it (for example: removing a filter Unknown 

from a cigarette)? 

On average, number smoked <blank> 

Please select <blank> 

~·· . ( 
Reaction and Product Relatedness 

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

Select Unit of Measure <blank> 

Did the person stop using the product when <blank> 
 
he/she had the health problem? 
 

Problem Summary 

Health problem start date 02/26/2014 
 

Health problem end date 02/27/2014 
 

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

Select Unit of Time hour(s) 

I was sitting next to a person who was puffing on an e cigarette for a few hours in a closed room and 
Please describe the health problem or product developed bad headache, inflamed sinuses and eye irritation. I left work sick and symptoms did not 

problem : resolve for about 24 hours. The day after, my throat became sore and now I have cold like 
symptoms. 

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

Outcome to date Unknown 

Was the person taken to an emergency facility? No 

Was the person evaluated by a healthcare No 
professional? 

Has the person had a similar health problem or No 
product problem? 

Please describe the similar health problem or <blank> 
product problem 

What are the main symptoms or health Pain, numbness , itching or unusual sensation , Tired , weak, dizzy, confused , feel bad/sick , 
problems? (select up to 5) <u>AIIergic</u> reaction 

(b) rs> 2/28/2 0 14 
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Affected Person 

Gender Male 

Race (Select one or more) White 

Ethnlcity Not Hispanic or Latino 

Birth date of the person who experienced the
health problem

Age of the person when the health problem 55occurred 

Select Unit of Age year(s) 

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

 ~~~ 
 .I.Y.L. 

Product Components 

Component Type Cigarettes 

Component Purchase Location 

Component Manufacturer Information 

Product Components 

Component Type Menthol 

Component Purchase Location 

Component Manufacturer Information 

Product Components 

Component Type FSC paper 

Component Purchase Location 

2/28/2014 
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Component Manufacturer Information 

Product Components 

Component Type Flavoring 

Component Purchase Location 

Component Manufacturer Information 

Product Components 

Component Type Other 

Component Purchase Location 

Component Manufacturer Information 

Other Products Used 

Other Tobacco Products Currently Used 

Other Tobacco Products Used in the Past 

Medications, Vitamins and Supplements 

Attached Files 

~b) (6) 2/28/2014 
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None 

2/28/2014 
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Safety Reporting Portal 

REPORT INFORMATION 

Report Profile 

Report Version FPSR FDA.CTP.V.V1 

Report Category Tobacco Product Report 

Submitted 2014-03-01016:15:09 

FDAICSRID 

Report Key for Followup 

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 submitting? Health-Related Problem associated with a tobacco product (not associated with a product 
problem or defect) 

(o {o) 3/3/2014 
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Contact Information - Sender 

Sender Category Consumer/Concerned Citizen 

Product Information 

Brand Name or Product Name <blank> 

Universal Product Code (UPC) from label <blank> 

Did the product come from another country? <blank> 

Product Type Other 

When did the person purchase this product? <blank> 

Does the person still have the product? <blank> 

Description of other tobacco product type Electronic cigarette vapor 

Do you know where the product was <blank> 
purchased? 

Do you know who manufactured this product? <blank> 

Prod uct Purchase Location 

Manufacturer Information 

Product Use Details 

When did the person open the package and 
start using the product that may have caused <blank> 

the health problem? 

When did the person stop using the product <blank> 
that may have caused the health problem? 

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

Select Unit of Measure <blank> 

Was the product being used when the health <blank> 
problem occurred? 

Did the person use this product before without <blank> 
a problem? 

Did the person change the product in any way 
before using it (for example: removing a filter <blank> 

from a cigarette)? 

On average, number of pieces, pinches, dips, <blank> 
or rubs used 

3/3/2014 
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Please select <blank> 

Reaction and Product Relatedness 

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

Select Unit of Measure <blank> 

Did the person stop using the product when <blank> 
he/she had the health problem? 

Problem Summary 

Health problem start date 11//2013 
 

Health problem end date <blank> 
 

How long did the health problem last (if 
 
resolved) (or if ongoing, how long has it lasted 3 
 

so far)? 
 

Select Unit of Time month(s) 
 

Please describe the health problem or product Year long exposure toe cigarette second hand vapor 
 
problem: 
 

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

Outcome to date Ongoing 
 

Was the pers on taken to an emergency No 
 
facility? 
 

Was the person evaluated by a healthcare Yes 
 
professional? 
 

Date the person was first see n by a healthcare 
 12112013professional for this health problem 

Please describe any treatment the person 
 
received including results of any tests (such Chest X-ray, received corticosteroid for few days 
 

as x-rays, lab results, or blood work) 
 

Has the person had a similar health problem Yes 
 
or product problem? 
 

Please describe the similar health problem or Ongoing coughs on varying days 
 
product problem 
 

What are the main symptoms or health <u>Lungs or Breathing problem</u> (<i>such as: cough, asthma, wheezing, lung infection</i>)
problems? (select up to 5) 

Affected Person 

Gender <blank> 
 

Race (Select one or more) Unknown 
 

Ethnicity <blank> 
 

Birth date of the person who experienced the 
 (l)) 6)health problem 

(b) (6) 3/3/2014 
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Age of the person when the health problem 45occurred 

Select Unit of Age year(s) 

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

Product Components 

Other Products Used 

Other Tobacco Products Currently Used 

Other Tobacco Products Used in the Past 

Medications, Vitamins and Supplements 

Attached Files 

None 

[b)(6 3/3/2014 
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Safety Reporting Portal 

REPORT INFORMATION 

Report Profile 

Report Vers ion FPSR.FDACTP.V.V1 

Report Category Tobacco Product Report 

Submitted 2014-03-03017:47:56 

FDAICSRID 

Report Key for Followup "----~------------------- (b) 21 

Report Identifying Information 

Create a name to help you find this report in t he E Cigarettes (b) (6]
future (max length : 50 characters) 

Regulatory Status Voluntary 

Type of Submission Initial 

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

• 
 

(t> (6) 3/4/201 4 
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Contact Information - Sender 

Phone <blank> 

Email 

Country United States 

Street Address Line 1 <blank> 

Street Address Line 2 <blank> 

City/Town <blank> 

State ''j 

ZIP/Postal Code <blank> 

Check here if you wish to remain anonymous. <blank> 

May the FDA contact you to follow-up if Yes 
necessary? 

Preferred method of contact Email 

Sender Category Consumer/Concerned Citizen 

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

Please describe your relationship to the person <blank> 
who experienced the health problem 

Product Information 

Brand Name or Product Name some type of e-cigarette product 

Universal Product Code (UPC) from label <blank> 

Did the product come from another country? <blank> 

Product Type Cigarettes 

When did the person purchase this product? <blank> 

Does the person still have the product? Unknown 

Do you know where the product was purchased? No 

Do you know who manufactured this product? No 

Product Purchase Location 

Manufacturer Information 

f6l 3/4/2014 
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Product Use Details 

When did the person open the package and start 
using the product that may have caused the <blank> 

health problem? 

When did the person stop using the product that 
may have caused the health problem? <blank> 

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

Select Un it of Measure <blank> 

Was the product being used when the health 
problem occurred? <blank> 

Did the person use this product before without a 
problem? Unknown 

Did the person change the product in any way 
before using it (for example: removing a filter Unknown 

from a cigarette)? 

~ ... Is the affected person currently using other 
tobacco products (within past month)? 

<blank> 

Does the person who had the adverse event also 
drink alcohol? <blank> 

Has the affected person used other tobacco 
products in the past? <blank> 

Please describe anything else you think the FDA I do not smoke, none of the product usage questions pertain to me. I was a bystander being forced 
should know about this health problem to work in an environment where others used e-cigarettes. 

On average, number smoked <blank> 

Please select <blank> 

Reaction and Product Relatedness 

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

Select Unit of Measure <blank> 

Did the person stop using the product when <blank> 
he/she had the health problem? 

Problem Summary 

Health problem start date 02/03/2014 

Health problem end date 02/21/2014 

How long did the health problem last (if resolved) 3(or if ongoing, how long has it lasted so far)? 

Select Unit of Time week(s) 

As an employee with the(b) (6) , I was forced to sit in an office where people used e­
cigarettes (indoors) exposmg everyone to the vapor. I noticed side-effects through secondhand 
inhalation within the first week of this exposure. I complained about difficulty breathing and having 
bloody noses to my boss. These symptoms did not exist prior to the exposure. After I complained 
and was exposed to the vapor for 3 weeks, with the symptoms continuing, I told my boss to either Please describe the health problem or product move me to another office or stop the workers from smoking thee-cigarettes Inside our office . Well, problem: I was fired from my job! The good news is that after I was fired, and no longer exposed to the vapor, 
my symptoms were not noticeable after about 2-3 days. I know it was the exposure to the vapor that 
caused my illness because the new office and vapor exposure was the only thing different in my 
environment for that period. The vapor from those e-cigarettes is toxic, and thee-cigarette is NOT 
safe for bystanders. If you need more details, please contact me. 

3/4/2014 



Page 4 of6 

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

Outcome to date Unknown 

Was the person taken to an emergency facility? No 

Was the person evaluated by a healthcare No 
 
professional? 
 

Has the person had a similar health problem or No 
product problem? 

Please describe the similar health problem or <blank> 
 
product problem 
 

What are the main symptoms or health Tired, weak, dizzy, confused, feel bad/sick, <u>Lungs or Breathing problem</u> (<i>such as: cough, 
problems? (select up to 5) asthma, wheezing, lung infection</i>) 

Affected Person 

Gender Female 

Pregnant No 

Race (Select one or more) White 

Ethnicity <blank> 

Birth date of the person who experienced the <blank> 
health pro blem 

Age of the person when the health problem <blank> 
occurred 

Select Unit of Ag e <blank> 

Please list any known pre-existing health 1do not have pre-existing conditions. 
problems for the affected person 

Product Components 

Component Type Cigarettes 

Component Purchase Location 

Component Manufacturer Information 

Product Components 

Component Type Menthol 

Component Purchase Location 

f(OJ 3/4/2014 
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Component Manufacturer Information 

Product Components 

Component Type FSC paper 

• Component Purchase Location 

Component Manufacturer Information 

Product Components 

Component Type Flavoring 

Component Purchase Location 

Component Manufacturer Information 

Product Components 

Com ponent Type Other 

Component Purchase Location 

Component Manufacturer Information 

Other Products Used 

3/4/201 4 
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Other Tobacco Products Currently Used 

Other Tobacco Products Used in the Past 

Medications, Vitamins and Supplements 

Please give us information about prescription 

medications, OTC medications, vitamins and/or the treatment was stay away from the e-cigarette vapor and keep those toxins out of my body!
supplements taken around the time of the health 
 

problem 
 

Attached Files 

None 

3/4/2014 
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' 

Safety Reporting Portal 

REPORT INFORMATION 

Report Profile 

Report Version FPSR.FDA.CTP.V.V1 

Report Category Tobacco Product Report 

Submitted 2014-03-12]14:48:52 

FDAICSRID 

Report Key for Followup ------------------------------~\~) 6). 

Report Identifying Information 

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

E Cigarette 




Regulatory Status Voluntary 

Type of Submission Initial 

What t)"pe of report are you submitting? Health-Related Problem associated with a tobacco product (not associated with a product 
problem or defect) 

(b) (oJ 3/13/201 4 
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Contact Information -Sender 

Confirm Email 

Country United States 

Street Address Line 1 

Street Address Line 2 <blank> 

ZIP/Postal Code 

Check here if you wish to remain anonymous. <blank> 

May the FDA contact you to follow-up if 
necessary? 

Yes 

Preferred method of contact Email 

Sender Category Consumer/Concerned Citizen 

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

Yes 

Please describe your relationship to the person 
who experienced the health problem 

<blank> 

Product Information 

Brand Name or Product Name Sweet Southern Vapes 

Universal Product Code (UPC) from label <blank> 

Did the product come from another country? Unknown 


Product Type Other 


When did the person purchase this product? 02/20/2014 


Does the person still have the product? Yes 

Description of other tobacco product type Electronic Cigarette 

Do you know where the product was 
purchased? 

Yes 

Do you know who manufactured this product? No 

Product Purchase Location 

Purchase Location Name fiea market 


Country United States 


....______________________;...________..(b............ 3/13/2014 
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Street Address Line 1 <blank> 


Street Address Line 2 <blank> 


City/Town (6} {6j 


State B 

ZIP/Postal Code (g) 


Phone <blank> 


How was this product purchased? in a store 


Web Address <blank> 


Manufacturer Information 

Product Use Details 

When did the person open the package and 
start using the product that may have caused 02/20/2014 

the health problem? 

When did the person stop using the product <blank> 
that may have caused the health problem? 

How long has the person been using this 
brand? 2

Select Unit of Measure Weeks 

Was the product being used when the health Yes 
problem occurred? 

Did the person use this product before without No 

a problem? 


Did the person change the product in any way 

before using it (for example : removing a filter No 


from a cigarette)? 


On average, number of pieces, pinches, dips, <blank> 
or rubs used 

Please select <blank> 

Reaction and Product Relatedness 

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

Select Unit of Measure day(s) 

Did the person stop using the product when No 
he/she had the health problem? 

Problem Summary 

Health problem start date 03/11/2014 

(b) (6} 3/13/2014 
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Health problem end date <blank> 

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

so far)? 
2 

Select Unit of Time day(s) 

Please describe the health problem or product 
problem: 

My husband had purchased an Electronic Cigarette and apparently he was told they are safe 
and the vapor is just like water so he thought it would be safe to smoke anywhere in the car and 
in the house but apparently they are not my 4 year olds has had a raspy voice since he started 
but I really didn't th ink anything of it till last night my husband was just puffing away on that thing 
for hours and I woke up wheezing and unable to breath I thought I was going to have to go to the 
hospital or just die I felt like I was breathing through a straw. I sat outside for a little and coughed 
up mucus. I am still wheezing today but it's not as bad. I don't have any history of breathing 
problems that why it was just so strange. Also my husband has been having trouble hearing and 
has lost his voice three times since he got it. I JUSt want to report this because I know there is not 
much known about those th ings and I think they should caution people about the side effects 
before being allowed to sell them. 

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

<blank> 

Outcome to date Ongoing 

Was the person taken to an emergency facility? No 

Was the person evaluated by a healthcare 
professional? 

No 

Has the person had a similar health problem or 
product problem? 

No 

Please describe the similar health problem or 
product problem 

<blank> 

<u>AIIergic</u> reaction, <u>Lungs or Breathing problem</u> (<i>such as: cough, asthma, 
wheezing, lung infection</i>), <u>Head or Neck</u> problem (<i>such as: difficulty swallowing; 
change in speech, taste. hearing or vision; seizure. stroke</i>). Non-user or child was harmed or 
IOJurea (tncludes acctdental use or swallowtng by a chtld) 

What are the main symptoms or health 
problems? (select up to 5) 

Affected Person 

Gender Female 

Pregnant No 

Race (Select one or more) White 

Ethnicity Not Hispanic or Latino 

Birth date of the person who experienced the 
health problem 

Age of the person when the health problem 
occurred 42 

Select Unit of Age year(s) 

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

None 

Product Components 

Other Products Used 

( ) ( 3/13/2014 
~----------------------------------------------------------------------~ . . 
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Other Tobacco Products Currently Used 

Other Tobacco Products Used in the Past 

Medications, Vitamins and Supplements 

Attached Files 

None 

3/13/2014 




(6} (6] 

(6)(6) 

·~F<. \W - ­
SEP 3 0 2013 

,\ ( I ; 

--
September 24 , 2013 

Center for Tobacco Products 
Document Control Center, Room 020J 
9200 Corporate Boulevard 
Rockville, Maryland 20850 

RE : Electronic Cigarettes 

I read an article on Time Magazine's 9/30/13 issue about electronic cigarettes and I 
believe this product should be strictly regulated . The liquid that is sold at the stores that 
carry electronic cigarettes are sold over the counter without a prescription or any sort of 
regulation although they are extremely addictive. 

My daughter started purchasing the liquid for her electronic cigarettes and ended up 
using it or drinking it until she got totally addicted to the extent that she ended up in the 
emergency room at UCLA several weeks ago in a psychotic condition. This substance 
is a narcotic and should be regulated as such rather than sold as another cigarette. It is 
very concentrated and electronic smoking is described as a great experience. Please 
look into it and I am very willing to give you additional information if requested . 

Very truly yours, 
(6) (6) 

.. 
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For VOLUNT ~reporting of 
adverse events, product problems and 

product use errors 

Page 1 of2 

Fonn AppRMd: OMS No. De10-0291. Expire~: 121311201 t 
See OUB oA8Iement on.--

FDA USE ONLY 
Triage unit 
sequence# 

1 [!}AcherwEvent 0P
 D

taductPtobletn(eg., ~) 
0 Product u .. Error  Problem with Different Manufacturer of Sane Medicine 

2. Outl;omta Atlrlbuted to Adv- Event 
(Chflc;k 1111 thet apfiY) 

0 
0 
0 
D 

DeBth. 
(~J 

0 
D

Oisablity or Porrnanent Damage 

l.ll&-thre81ening  Conoenltll Anomely/Birth Defect 

H01pi1aliz:.tion • initial or prolonged !{) Other Seriou8 (Important Medteal Events) 

Required Intervention to Pre11en1 Permanent lmparment/Oamage (Devices) 

3. Dates of u .. (If unlu!own, f11Y• duf81ion) fromtto 5 Event Abatud After Use 
(or llesl e$1imate) Stopped or oa.e Reduced? 

1!1 09/07/2013 - 10/26/2013 1111 DYes llJNo ODoeln't 
~~------------------------_, A~ 112 
1-:-:~--,,.....--=---:--~-::-~,.--,-----1 112 0 Yes 0 No D Doeln't 
4. Dlagno&la or R-on for UH (lrdcation) 

jj1 smoking cessation 8. EventRaappearad Aftlt 
Reintroduction? 

1#2 11 ll) Yet 0 No 0 Doean'l 
Apply 

6. Lot# 7 Expiration De._ ., lt2 DYes 0No oooean1 
AP!llv 

_*1_ N_ I_A _____ _ ------- 9. NDC fl or UnlqueiD 

UaeErtar 
E-Cig Vaporizer PEG 1) 2 week~ 

progressive acute dermal 
in!la~ation of the entire chin area ~preading to the 
face and scalp 3) %enal impai%ment progressed to 
direct and immediate effect as per doseage use. Have 
immediately ceased and em seek1ng ways to purge 
system. Please answer !~MEDIATELY with information as 
to trea t ment protocol 051(6J 

(b) (6) 

6. Relevant Tnta/Liboratory Da._, Including Datn 
symptoms apparent 2 weeks ago, isolated and confirmed 
10/26/13 ceased use today 
1) chronic diahrea for 2 weeks 
2) developed chin rash 1 week ago, spread and 
worsening. 

Drinki ng flu~ds, t r eating diahrea, seeking antidote~ . 
Wil l beain oraan1c natural vitamin C 4.800MOA and II 

7. Other Relevant Histoty, IRGiuding Preext.tlng Medical Conditione (e.g. 
allerg.11:s, race, ptegnancy. smolvi>g end alcoh<l us~r. tiver/Wdrley prob/ltfN, ~rtc.} 
Race:White Medical Conditions: high blood pressure, 
cardiac stent, CAD, PAD, kidney disease 

symptoms easing with increased allery meds, cort~zone, 

Loperamide Hydrochloride Allergie~: li f e long 
cheaical, food and environmental, 
Contact info: 
Svmtomoloqy: . , . 

Name, Stranglfl, Manufacturer (from product label) 

Name: E-Ciq Ju i ce PEG formula 
Sttenglh: 16rog nic 
!rlanufacturet: Crea t eACiq. com 

1#2 lf2 

E. SUSPECT MEDICAL DEVICE 

2. Common Otwlca Name 

3. Manufacturer Name, City and Stab 

4. Modtlt# Lot II 

H/A 

5 Operator of Device 

0 Hea"h Professional 

Clltalog I Expiration Date (m~ 0 Lay User/Patient 

00ther. 
~5~.,.~~ •• ~--------~~~~-~.------------~ 

8. Ia Ia I Slnglt·UM 0ev 
DYn 0No 

7. H Explanted, Give Date (mm'ctG-»»1 

9. If Yes to Item No. I, Ent., Name and Address of Raprocenor 

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS 

G. REPORTER (See conftdentiallty section on back) 

{b){6J 

(b) (6) 

4. A lao Ra11011H to: 

0 Manufacturer 

0 User Faahty 

0 Oillribulornmponer 
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For VOLUNTARY reporting of
adverse events and product problems MEDWATCH 

The FDA Safety Information and 
Adverse Event Reporting Program Page 2 of2

8.5. Describe Event or Problem (continued) 

8 .6. Relevant Tests/Laboratory Data, Including Dates (continued) 

•• • MDA 

8.7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.) (continued) 

... PEG (polyethelene glycol) toxicity Important Information; former cigarette smoker, no alcohol 
Missing info previous page; ceasing use yesterday and today, cortizone, increased allergy doseage. 
Result some easing of symptoms 
Symtomology; PEG (polyethelene glycol) toxicity RX Meds; metropolol, lisinopril, pravastatin, Zetia, 
plavix, nexium, hctz, chlorzoxazone, tramadol 
Symtomology; PEG (polyethelene glycol) toxicity OTC Meds: asprin, melatonin, holy basil, clifornia 
poppy, stinging nettles, afrin, L-Lysine, Zyrtec, Claritan, Fish Oil, cortizone cream 
Symtomology: PEG (polyethelene glycol) toxicity 

F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (continued) 
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Form .Approyect: OMS No. 081~291. Expires 1213112011 
See OMB slalement on-· 

FDA USE ONLY 
Triage unit 
sequence# 

________ 

1 

-----, 

f 'Event A~ After U.. 
Stopped or Dose Reduc.d? 

.----------. F,.quency Route11-- l~t-
';::::==::::::=.!==I~II 

1. (!]AdveraeEvent 	 0ProductProblem (eg , dofects/melfunctions} 

I-:-0=::=-:-roduct ::-::-e:::-Error =:~PO rob:--lem-=-w-Mh-:-Difh--rtnt-Ma_n_ufa_c:t_u,.,_of_S_ame ___ --lP-_Us _:-:-
2- OWomn Attributed to Adv- Event 

(Checlullthllepply) 

0 Doath ll] Oiaebitily 01 Permanent Damage 
· -....,.___,,...,....-.--~} 

0 Llf•thrutening 0 Congenilal Anom;iyJ131rth Defect 

0 Hosptalization • initial 01 prolonged 0 Other Striout (lmpoltanl Medical Events) 

0 Requ;red lnteNention to Prevent Permanent lmpairrneniiOamage (DIMon) 

4 Date of this Repolt 

10/25/2013 
Event, Problem or Product Use Error 

1 have seve~e COPD and 1 also have heart rhythm 
problems. I was waiting in line at a local CVS 
pharmacy t o get a RX filled. I started ge tting chest 
tightening and a tinqling in my jaw and near the top 
of my left shoulder. I started feeling dizzy and a bit 
nauseous, and my heart started beating ~rregularly. I 
also .sta.ttcd .sweating somewha t profusely. tlex t to me 
was a nurse copiously and profusely puffing on en e­
cigarotta and exhaling the "vapor• i n my face. When I 
asked her what it was she was using, she .teplied, 
" It's only harmless vapor being exhaled." The exhaled 
"smoke " w~s n 't as harmless ••. 

7. Other Relevant History, Including Prvexlsllna Medlc:al Conditions (e.g. 
a6ergi4t3, race. pregntlllcy, $/110king and alcohol use, lillerllddney ~s. etc.) 
Race : White Medical Conditions: COPD, heart rhyt hm 
problem.s, Hashimoto's Allergies: Zantac, Lovenox, 
Xyl i tol, and bee stings Important Information: No 
smoking, no alcohol . Arthritis . RX Heds ; 
levothyroxi ne, CPAP OTC Med:s: occasional aspirin, 
Centrum Silver 

l=- ----- - - ------1111 IZJves 0No 0= 

._=---:--=---=--:-:---:,.....,---,-:----l"2 Oves 0No OAOoetn't 
4. Diagnosis or Reason for UM (lll!kalion) 

#1 	Bystander subjected to second­
hand " vapor smoke" from e- U 

112 

7 ExplmlonDate&. LoU 
#1#1 

fl2 112 

E. 	 SUSPECT MEDICAL DEVICE 
1. Brand Name 

2 Common Device Ntma 

3. llbnufactum Nama, City and t1ta 

1 

4. Model# 

Cltalogtl 

l ot 

Elll!lrltlon Date (mmlddlyyyy) 

8. EftlltRMppeamAn.r 
Reintroduction? 

111 	 DYes 0No ll)Ooesn't 
Apply 

#2 Oves 0No OOoesn't 
Apply 

9. NDC tor UnlqueiD 

5. Operator of O.vlc;a 

0 Health Professional 

0 Lay User/Patutnt 

00ther. 
~=~ .~7~~-----------+~~~-,-------------1.,~

6 If Implanted, Give Olta (m~} 7. If Explantld, Give Date (mrM:tdiWYY) 

8. II this I Sing Oevk:e tMt- Reproc:esaed and R..., ted on e Patient? 
ov.. 0No 

9. HYn to ItemNo. 8, Enter Name and Adclrna of Reprocenor 

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS 

Produef n,_ and t1ter1py !Mtes (exdude treatment of IJVI/lt) 


unknown 
unknown 4. Also Reported to: 
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adverse events and product problems MEDWATCH 
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B.S. Describe Event or Problem (continued) 

... as she convinced herself it was. I was beginning to go into a crisis because of her exhaled "vapor 
smoke." When she left and the air cleared, my problem also cleared. I don't think these e-cigarettes 
are as "harmless" as they are touted to be. I had no issues before she blew the vapor smoke i n my face. 
I did have systemic issues when she did do so. After the air cleared, the symptoms I had also cleared 
up. 

8 .6. Relevant Testsllaboratory Data, Including Dates (contlnuacl) 

8 .7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies. race, pragnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.) (continued) 

F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (continued) 



c -rp­
u S Department of HNith and H1.1rnan Service• f j 

MEDWATCH 
The FDA Safety lnfonnatlon and 
Adve,..e Event Reporting Program 

Consumer Re p o rt 

c , or VOLUNTARY reporting . o t' 

adverse events, product problems and 
product use errors 

Page 1of2 

FonnApproved·OMBNo.0910..0291,E>Cpift: 1213112011 
See OMBI1alemonl on ,._

FDA USE ONLY
Triage unit
sequencetl

5 Event Ablted Att-r Un 
Stopped or Doae Red~~Rd? 

1. 0 Actt.,.. Event 0 Product Problem (B-IJ., deflictslmalfunclions) •-------------------1111 0 Yea 0 No 0 ~~·t 
0 Product Use Error 0 Problem with om-rent Manufllm.,..- of Same f--_;;:______..::::.________________p---------------,------1112 Ovn 0 No QOoean, 

;:=:...:.;~::.:__--,1 ;...:..::;r-~='"'nc:=-y--.If,.--~--------, 

';==========!.I II 

2. Ovtl;omea Atlrlbulld to Actt.,.. Event -4. Dilgnosla or Reuon for Use (lndicat;oio) A 
(Chedr ell lllat apply) #11 8. Event Reappeared Aftltr 

0 Death: 0 Disability 01 P...menent Oamtoge ReiOOoductlon? 
(~} t12 •1 DYes 0No lt)Ooesnl 

0 Lif&-lhnoatening 0 Congenital AnO!MyiBirth Oeflld Apptv 

0 Hospilalzetion -Initial or prolonged 0 Other swtoua {Important Med<:al Even1a) 6. LoUI 7. Expiration Date 112 0 Yea 0 No 0 =Yn, 

0 Required Intervention to Prevent Permanent lrnpairment/0.-nage (Oevtces) _"'_
1 
-------

11 
_ 
1 
_ ______ 9 NOC • or Unique 10 

old female, healthy, nonsmoker . I 
time socially in a place where 6 or 7 

"e-c1qarettes " were being used . It took me a lictle 
while to figure out thac the sudden di~~ines3 and 
difficulty brea t hing 1 was experi encing was related to 
the "harmless vapor" that the smokers were exhaling. I 
was using a menu to fan away the vapor the best I 
could (they all thought I had a 6 hour long hot flash 
Haha!) but by the end of the evening my throat was 
sore and constricted, my breathing impaired, and my 
clothing smelled of the sicky sweet scent o! the 
various p r oducts in use. It .... 

7. Other Rtt.vant Hlltory, lnc:ludlng Preexllting Medical Conditions (eg., 
*"J/tS. I'B(e, pregnancy, smolcil!l1 tllld Bla>hol use, liverAddney problems. etc.} 
Race:-- Medical Conditions: Allergies: Important 
Information: RX Meds: OTC Meds: 

{from product label) 

Submi~on of a report does not 

M2 #2 

E . SUSPECT MEDICAL DEVICE 
1. Br~nd Name 

3. Manufactanr Name, City and SWte 

4.Modtll Lotti 5. ()peratot of Device 

.0Health Professional 

Catalog I Explr.tlon Date(~ 0 Lay User/Pitlent 

6 If Implanted, Give O.te (~) 7 If Explent.d, Give O.te (mtn/dOWw} 

8. Ia this a Single-use Device that wu R~eesed and ReuHd on a Patient? 

ov.. 0No 
9. If Yea to llem No. 8, Enter NanM and Address of R"JJroG&IIOr 

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS 

G. REPORTER (See confidentiality section on back) 
1_Name·~ AJ!11ress 

Name \u) \0) 
Address: 



The FDA Safety Information and 
Adverse Event Reporting Program 

(CONllNUA110H PAGEl 

For VOLUNTARY reporting of 
adverse events and prodntt problems 

Page2of2

8 5. Describe Event or Prollltm (con~fHied) 

•.. took about 3 days for my throat to heal and my br eathing to be normal. I a~ convinced that there 
are "secondhand smoke" i ssues fo r us non smokers in closed environments when these devices are in use. 
My request is t hat these issues be studied and that non-smokin9 establishments will restrict the use of 
these devices as a health issue for the non-users. Thank You, \D)(6) 

8 .6. Relevant T"a/l.abomory Dat., Including oat.e (continued} 

8 .7 Other Relevant Hlttory,lncludlng Prftxlstlng Mtdlcel Conditions (e. g., llllerpies, lliC\9, pmgnancy, smoking and akohol us~. hepatic/renal dysluncion, etc. ) (contifHied) 

F. Concomitant Mtdlc:al ProduGb lind The1'8py Oetts (Exclude trntment ofevent) (continued) 
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Form Approvecl: O"'B No. 091~291. f>p;rea: 12131/2011 
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I ( ~ 

Tr.age unot 
sequence# 

FDA USE ONLY 

I 

0 Female 

[l)Male 

1. 0 Adverse Evant 0 Product Problem (e.g, de~ma!functlons} 

[] Product Use Error 0 Problam with Dlfferant Manufacturer of Same 

2 Outcomes Attributed to Adverse Event 
(Check Ill/that apply) 

0 Death: 	 0 Dosability or Pe'manent Damage 
{mmldcVyyyy)

0 Life-threatening 0 Congenital Anomaly/Borth Defect 

([) Hospitalization- initial 01 prolonged 0 Othw Senous (Important t.tedkl!ll Events) 

0 Required Intervention to Prevent Permanent lmpalrmenvD~ (Devices) 

4 . Date of this Report 

11/21/2013 
t-7--,Des _ .,.,.·- E,-_nt.-:P ob:-:1- - - Pr-od- -t"'"""-=­,..._cnbe-:: ve _ ::-r- em or ..,. ""'uc use Err-or 

recently switched frora ciqeratt e:s to the white ! hino 
e cig liquid and When I stopped smokinq the white 
rhino e cig liquid I started to suffer extreme anxiety 
symptoms. I was concerned about my breath constantly 
and suf f ered the side effects of ~n anxiety attack . It 
has been 6 days since I stopped smoking it and 1 still 
suffered some effects. 

.----------.,r-r--'~'-'q'-'u-'-e_nc"'y'---,1 rr--=~--=u..cte;_________-, 

'r====::===:;I II 
3 Datlle of Uu (If unknown. give dUIIIbon) fromtlo 

(or best estimate) 

# 1 ll/08/20 13 - 11/11/2013 

5. Even t Abated After Usa 
Stopped or Dose Reduced? 

#1 0 Yes [Z] No O Ooesn•t 
~--------------------------4 A~y 

4. Diagnosis or Rt81on for Use (lnd.Cl!bon) 
ti1 To quit smoking cig~ or find a 

better alternati•e 

#2 

#2 DYes 0No ODoesn·t 
Appl 

B. Evont Reappeared Aflilr 
Reintroduction? 

#1 Jt]Yes DNa ODoesn'l 
Apply 

'"s=­.-:­L-ot- .=­-­--­-r:7::­.-::E,­x-pl,..ra""'t.,..io-n-::D::-a-:-ta--l #2 0 Yes 0 No QDoesn•t 
Apply

til 111 
------- ­ _______

1
9. NOC #or UnlqueiD 

112 112 

E. SUSPECT MEDICAL DEVICE 
1. Brand Name 

2 Common Device Name 

3 Manufacturer Name, City and State 

4 Model# .Lot# 5 Operator of Device 

D Health Professional 

Catalog# Expiration Date (~j 0 Lay UseriPatienl 

Oother 
!.,-~S,-e~ri~al:-#~-----------1~0th~-e-r#=--------------1 

6 If Implanted, Give Date (mmldd!Ym) 7. If Exptanted, Give Data (mmldcVyyyy) 

8. 11 this 1 Single-use Device that was Reproce5sed and Reused on a Patient? 

DYes 0No 
9. II Yes to Ite m No. 8, Enter Name and Addreaa of Roproceaaor 

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS 
Product n~mes and therapy date• (exclude treatment ol event) 

G. REPORTER (See confidentiality section on back) 
Name and Address 

Name: (b) (6) 
Address. 

City ; 

Phone# 

(6)(6) 

2. Health Professional? 

DYes 0No 
5. II you do NOT war.t your idcntily discloood 

Slate: -­ ZIP; 

E-mail 

4. Also Reported to: 

0 Manufacturer 

0 User Facdrty 

to the manufacturer. place an "x·· In this box: D 0 o .stnbu1orllmporter 

6 Rolovant TesWLaboratory 

7 	Other Relevant History, Including Preexisting Modica! Conditions (e.g., 
all«gies, race, pregnancy, ~moiling 111nd 11fcohot use, liverllcidney p~, "lc.) 
Race: \-/hi tc 

Medical Ccrditio ns : Hiqh b l ood pressure/ high 
chloestrole 

/llletgi.,s: none 

Imoo rta nt Informati on : D 

Manufacturer (from product label) 

liquid 



Descri be Event, Problem or Product U~;e Error 
t~y coworker has st:ar t: ed using eciqarettes in our 
office. l get headache s and a sor ~ t hroat when sh e 
does . Last week, I de ve l oped bronchit i s, fever, ~ nd 

cough . The h e al t hcare wor ker asked i f I am a smoket . 
(I ha.ve nevet smok ed ~) 

6 Relevant Testsllilboratory Data, 

7. Other Reklvant Hi&tory, Including Preexisting Medical Conditions {tl g, 
alfarg.&s, race pregnancy, smoking and alcohol ustf, Hveo1odmw problems, etc) 
F.ace : \1/h l te 

Med1cal Cond1t1ons: b rcnchi•1s 

?.llcrgic:l : <pos slbl y ) t e t r acyc li nc 

Importan t Informa t 1o n: 

1 

[~~~-] ~~ute 

';===:=::;1 II:====~ 

3. Dates of Use (If unknown. g/Vf1 duratoon) fromllo 
(or best estimate) 

#1 

#2 #2 

E. SUSPECT MEDICAL DEVICE; 
1. Brand Nome 

2 Common Device Name 

3. Manufacturer Name, City and State 

4 Modell# LoU 

9. NDC #or Unique ID 

S Oper•tor of Device 

0 Health Profes!iiOnal 

Catillog# Expiration Date (mmldd/yy'fY} 0 Lay User/Patoent 

Oother· 
r-~Se~-l ~----------_,~01 or ~------------_,~ria~# ~h--#

6. If Implanted, Give Date (mmlddlyyyy) 7 If Explanted, Give Date (mmld<W'IWJ 

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient? 

DYes 0 No 
9. If Yes to Item No. 8, Enter Nome ond Address of Reprocess or 

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS 
Product names and therapy dales (e•dude treatment of event) 

G. REPORTER (See confidentiality section on baclc) 

<b an 
(b)(6} 

0 'llanufadurer 

0 User F aaloly 

0 Dostnbulor/l mpor1er 

or contnbute d to the event. 

U.S Department of Hea~h and Human Services I nte rn e t Consumer Reportc FonnApproved. OMB No 0910-()291. E.xplnts: 12131/2011TP 
Seo OMB slalemanl on rev a<Se 

for VOJ.UNI'ARY rt"porring ot FDA USE ONLYMEDWATCH Triage unol 
sequence II

aJvcrsc ~ents, product problems (lnd 
The FDA Safety Information and 
Adverse Event Reporting Program 

pr un lJ>c errors 
1/ I 
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Triage unit 
seque.-1 

FDA USE ONLY 

! F 

0 De81h: ----==:-::r­
(~

I!] Lif•thl".aatening 

0 Oaaabiity « P~ntoa~ 

0 Congenital ~/Birth Defect 

I!] Hospitaltzalton • tnilial or prolonged 0 Other Serious (Important Medrcal Events) 
0 Required tntervent~n to Prevent Permanent lmpainnent/Oamago (Devlc:esl 

3 n,.. ,., J'v•nt '"'m{dd/yyyy}
(b)(6) 

4. Date of this Report 

12/21/2013 
5. Describe Event, Problem or Product UH Error 

While smoking my e-cigarette, Brand Smoke Mognetto, 
with on ultrafire protected lithium rechargeable 
battery and a Joytech pro 2 the joytech coil shorted 
out causing the battery which is supposed to have a 
circuit to protect f r om this exact type of short to 
outgass a nd explode . It ignited t he gas and exploded 
cracking my upper denture, breaking my upper palate 
and nose and ignit ing my face and sinus cavity on 
fire. Iwas rushed to the county bu r n unit where they 
adressed my lst and 2nd degree burns. We have since 
f ound t ha t my spe t um t ore through my nasal c av ity 
causi ng bone los• e nd possible ... 

Tests/Laboratory 

(eg.,7 Other Relevant Hlstory,lneludlng 
ai/!Jrg1es, tllce, pregnancy, smoking llfKI 
Race:ilhite 

ptOb/ems. etc.} 

Medical Condi ti ons : SLE, psoriati c a r t h ri t is, 
osteoporosis, and i nterst i tial lung desease . 
Diabetes, pituitary tu~oc, hypothyroidism, 
hypogonadism, 

~j 

f ' 

Allerqies: Comt r ast dve, percocet, betadvne, 1modium,ll 

by ll'out n r:rrequ-.-=n-:-~...,d:...ed..,-..,1 
';=:=====~ , 1 ::=1====: 

3. Oetes of Use (IfunlutcNin, glveliltllllon} fi'OIIII1o 
(or be$1 estimate} 

It 03/04/2013 - 12/12/2013 

6. Loti 
#I 

7 Explrellon Date #2 0 Yea 0 No 0 Doesn't 
Apply 

_ 111 _______ 9. NOC I 01' Unique ID 

112 

E. SUSPECT MEDICAL DEVICE 
1. Br111d Name 

2. Common Device Name 

3. nufacturer NaiM, City and $Ute 

.. Modell Loti 5. ap.rator of Oevlc:e 

0 Health Professional 

Clltalog# Expiration Date (17l/M1d1fm} 0 Lay User/Patient 

0 Olllef: 

Serial I Other t 

6. If Implanted, Give Date (fTIITIIddiYtyy} 7. If Explanted, Give Data(~} 

8. Is thla a Slngfe-iiM Devic:e that wa• Reproc:tlled and Reu•ed on a Patient? 
QYes 0No 

9. If Voe 10 lt.m No. a, Enter N•mo end Address of ~proc...or 

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS 
Produr:t names and ttrerapy MIN (exclude trealtnent ofevent) 

G. REPORTER (See confidentiality secltan on back) 



8.5. Dncrlle Event or Problem (COIIIIIIUed) 

... necrosis. I have been adicicted to chewing t obacco for 10+ year s and my pulmonologist recommended I try an a­
cigarette afte the patch, lozenges and nicot ine gum fai l ed. I suffer !Lom SLE, psoriatic arthritis, osteoporosis, 
and i nterstitial lung desease that took my left lung last year . Hydromorphone 4mg as well as several salves have 
been prescribed. I m 46 male contacr ;(bl (6J 



9.7. Other Relevant Hlstory,lncluding Preexisting Medk:al Conditions (e.g., allergies, rare, pregnancy, smoking and alcohol use, hepatic/renal dysfundion, etc.) (continued} 

. . . snus use for 10 + years 

RX Meds: Oxygen and liters, prednisone, vitamin d3, calcium, reclast, newviqil, Hydromorphone, arava, lmuran, gliperide, 
bupivicane, pristiq, wellbutrin, xanax, 

OTC Mecls: 

·., 
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1 

all thai apply; 

t,...R__outa_________, 

5. Event Abated After Use 
Stopped or Dose Reduc;ec:t? 

1. 0 Adverse Event 0 Produc;t Problem (e.g., defectslmlllfunctions} 

1---0_Prod_u_c_tu_ ..,..Error O...:_rob -=- _ _ _-__ _ _ ufactunlr_ ol S&m•_ _se ___ P,...._ lem w_llh Oiffa,.nt Man_ __ ____ 
2. Outc:ornaa Attributed to Advarw Event 

(Chflcklllllhatapply} 

0 Death 	 llJ Oisabilrty or Permanent Damage
(~}

0 Uf•lhreatenng 0 Congenital Anomaly/Birth Defect 

l= -m_o_n_t_h------ --------1 fl1 l£l Yes 0 No 	 0 =nl 

__:--1 1-:-=::---:--:=----:--:-:----:,.......,-.--:------t 112 0 Yes 0 No 0 Doesn't 

4. Dhtg'loaia or Reuon for Use (IIH$e~~lion} 	 Apply 

fl1llic:oti ne withdrawal. 8. EvtntR..pp..redAftet 
Rtlntroduc11on7 

112 	 #1 0 Yes llJ No 0 Ooe$n't 
Apply 

0 Hospilalczation. onitoal or prolonged llJ Other Seliou$ (Important Medical Events) lc6.-:-- :- -::-- :-7te 0 No:- Lot l#::-------r.7.-::E:-xp-l:-r.UOn-:Da ---l fl2 0 Yes 0 =n·t 
111 VS BC0 Required lmervent1on to Prelll!lnt Permanent Impairment/Damage (Devices) <Bat c:h fl *' 9. NDC fl or Unique 10 

112 #2 

E. SUSPECT MEDICAL DEVICE 
1, Brand Name 

2. Common Oevlc• Name 

and State

4. Model• otfl 5. Operator of Devlc:4' 

0 HeaHh Professional 

Clltalog I# Expiration Dete (mmldd/yyyy} 0 Lay UseriPatient 

00ther: 
~~s--.,-.--------~--~~., ,.rt- Oth-------------~ 

.'.. 
6. If Implanted, Give Dete (~) 7. If Explanled, Glva Date (mmldd.»YY} 

Back in early V2 elec~ ronic 

cigarette and felt as though my throat was closing up. 
Later in the day, I felt my3elf almo~t collapse and 
c:ould not breathe. I am a registered nurse and 	the 
situation could have been extremely dangerous for 
myself and patients. I have used electronic cigarettes 
for years and just began using the V2 electronic 
cigarettes around October, approximately. Their 
printed ingredi ents are no different than any of the 
e ther pr oducts T've us ed . Whe n I atterepted to use 
thei r produc t aga1n the next day I exper_enced near l y 
the s ame r e action . I contac~ed them .. . 

6 Relevant Testslllboratol}' Da~ lnc;ludlng 

DEC 16 2013 
8. Is thll a Single-use Devic;e that was Reproc;esaed and Reuud on a Patient? 

Oves 0No 
9. It Yes to Hem No.I, Enter Name and Addraa• of Rtproc:tllor 

T Other Relevant Hi$tol)',lncludlng Preexisting Medk:el Conditions (e.g. 
allergies, tiJCfl, pregnancy, smoking end alcohOl use. liverAddtlfy problems. etc.) 
Race:White F. OTHER (CONCOMITANT) MEDICAL PRODUCTS 
Med1cal Condi tions: None Product nantN and thelapy dates (excJudfl lr&atment of event} 

All e r qies: Sulfa 

Impor t~nt Information : 
G. REPORTER (See confidentiality section on back) 

1. Name, Strellglh, 

#1 Name: Nicotine Cartddqe Various flavo 
Strength: 1Bmq and 2 4r.~g 
Man~ofe-::turer: v2 ci . C Olli 

(6J 

State: - ­ ZIP: 

[ E·mall 

4. Also Reported to; 

llJ Manufac:turer 

0 Utor Facilrty 

[i] 0 Distributorllmporler 

Adverse Event Reporting Program I 



B.S. Deo;cribe Event or Problem (continued) 

... regarding the incident and they refused a refund and to take them back. I contacted them again stating that 
there was a problem with their product and they needed to take it back due to a serious reaction that occurred. I 
again spoke with a representative on 12-23-13 and told them that I was more disturbed that they did not want to 
take the product back to see what might be wrong and the individual after speaking with a supervisor stated that 
they would take them back. After going back online to print a label to return the product to them, I saw that they 
sent me a notice and they were again refusing to take their product back. This was a $50 order and I am not 
concerned about the money. I think something seriously wrong is going on with this company because once again, I 
have not had a problem with any of their printed ingredients in regards to electronic cigarettes from other 
company's in the past. Their nicotine liquid is manufactured in China . 

., 




on-respons1ve 

From: ~~~~~~~~~~~~~~~----~~~ 
Sent: Wednesday, December 25, 2013 9:21 PM 
To: OC Ombudsman 
Subject: Contaminated Product 

I ordered 60 ml of a vegetable glycerin and nicotine mixture( not labeled USP) for use in a 
smoking cessation product. The product I received was contaminated with a machine oil or 
grease. I wrote an email to the company explaining that the product smelled and tasted like 
machine oil. Vegetable glycerin is odorless while nicotine is relatively odorless but may have 
a slight chemical smell. The response I received was offensive and suggested that I was to 
blame or I was mistaken, but they offered to send a replacement after I pe rformed a series of 
tests to assure them it was not my fault. I responded, clearly explaining that it was their 
product that was the problem and told them that response I received was offensive and 
unintelligent. Because I suspect the residue was inside the bottle in which the product was 
contained, which is a common occurrence when usi ng new, low-quality bottles. The company 
then ignored any future emails I sent and gave no refund or replacement. Because of using 
this product, I have suffered nausea, diarrhea, nose-bleeds, sore throat, dizziness, shortness of 



breath, and fatigue. 



on- esponsive 



From : 
Sent: uesday, November 12, 2013 9:40 AM 
To: Chang, Nancy 
Subject: Fwd: Incident 11-13-012 involving an electronic cigarette 

Ms. Cha ng, 

I am forwardi ng this information from the . This 
incide nt recently occurred in our jurisdiction and 1 plan on issuing a news release concerning 
this problem. I spoke with my friends at '(6J mand they directed me to you regarding this 
serious issue. Does the FDA have any addi tional details that I can use in my safety release 
rel ating to this issue? Is the link on the email valid and/or is there a better link to refer to the 
public co nce rn ing this hazard? 

Please see below. 

Sincerely, 



---------- Forwarded message --- ----- ----- ~---~-----~~~~----.--., 
From: (b) (6} 

Date: Tue, Nov 12, 2013 at 8:55 AM 

Subject: Fwd: Incident 11-13-012 involving an electronic cigarette 

To: (bff6} ;> 

Cc: •(b)(6) --~-

Bruce, 

I spoke with J , about this Friday and he and I thought it might be a good topic for a 
statewide prevention release. This reminded me of the news link you sent a month or two ago 
about the e-cigarette that blew up and burned the child in the car seat. Hete is a link to a 
recall on the batteries as well. 

htto:/fw.Nw.e-cigarette-forum.com/forum/qeneral-e-smokinq-discussion/444286-evod-batterv-recall.htrnl 

Regards, 

(li) (6) 

---------- Forwarded message --------- ­
From: (b) <6> · -----------------. 

Date: Tue, Nov 5, 2013 at 3:02PM 
Subject: Incident 11-13-012 involving an electronic cigarette 
To: '(b) (6) 

--------------------~--------~--------~ 
lb)(6) 

On Slmday, November 03 2013 at 1030 hours the following events occurred: 

(b) (6} is on home oxy en at his residence at (b) {6) 
(b) (6) - ) (6) wife (6) J is taking care of him. They both sm9ke 
cigarettes. Since Octo6er 09, 2013 they have been using the electronic cigarettes. (b) (6) 
plugged au electronic cigarette into the usb port of the computer to charge it..as time went by 
(not sme how long) they heard a bang and then smoke and flames coming fi:om lmder 
(B) (6) hospital bed. The E- cigarette blew out of the usb port of the computer and 
exploded hitting the bed and falling to the cru.peted floor. The ftre was extinguished using 
water by(b (6) No fire department response and no injuries. 

I investigated the incident fm1her today. This is what I leru.ned. 

The E- cigru.·ettes: Type EVOD ( no model or serial number) with a combo style walVusb 

charger of eGo input: DC 5.0 volt, 500ma, output: DC 4.2 volts, 420ma. purchased from 

Vapor Hut in Oakland. 




The batteries exploded during charging shooting the battery with end cap to the bed and 

landing on floor. The battery is in my professional opinion are similar to a wrist watch style 

battery. 


Vapor Hut could not provide any type of model number or UL number for the EVOD style 

cigarette. 

They showed me a battery that is a little smaller in diameter than a AAA battery. I suspect 

that this battery has several wrist watch style batteries joined in series and packed with a 

plastic wrap. 

Vapor purchases these EVOD cigarettes online from yivian@bilsencig.com. 

The cigarettes are manufactured in ShenZhe n, Chi na. 


I photographed the incident and advised th to contact there insurance company. 

Property damage is estimated at 500.00 dollars. 

Regards, 

( 

mailto:vivian@bilsencig.com
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Ir-'--rr~uen-=-------,cy~~~~uta 

'r=====.l II 
3. Oates of Use (If unknown. give 11ura6on) tromllo 5. Evont Abatod After Usa 

(or best estimate) Stopped or Dose Redueod? 

1. 0 Adverso Event 0 Product Problem (e g., d919Cislmalfi.!IIC~ons) :::#!:-----------------!Ill 0 Yes 0 No 0 ~=n·t 
0 Product Use Error 0 Problem with Different Manufacturer of Same Medic;ine #2 

2 Outcomes Attributed to Adverse Event 
(Check a/Jtllat apply) 

0 Death !lJ D•sability or Permanent Damage 
{mmlddi}YJI'I)

0 Life-threaten,ng 0 Congenital Anomaly/Birth Defect 

0 HospitalizaiiOn • initial or prolongod 0 Other Serious (Important Medical Evi!ri!s) 

0 Required Intervention to Prevent Permanent Impairment/Damage (De..us)"':'·~·• 
J Oato of Event (mmldc£»w) 

01/04/2 014 
4. Data of this Report (mmld-'.JWw)' 

01 /05/2014 
Problem or Product Use Error 

My hu s bdnd h<1 s COPD and twi ce he has been i n the 
presen ce of a person smol:inq a e cigarett e. Eoth ti:nes 
after about 30 minut e s Lo a ho~r o f exposu~e 

(dif fe r e nt r o o m si ze s ) he e xper i enced diffi cult y 
brea t hin g a nd h ad Lo le<.~ ve. He did not h<1vc oxygen o n 
dt th e t i me o f exposur e bu t a f ter leavi nq immediately 
put on o x ygen. He c on t inued to have d1f t icul t y 
breathing t il l t h e f oll owi nq ~a y 

JAN - 7 2014 

Othet Relevant Histo<y,lncluding Preexisting Medical Conditions (e g, 
anergies, race. pregnancy $rooking and alcohOl use, Yverlk1dney problems, etc J. 
? oce:Wh1c.e 

Xed ica l Co nd itions: COPD 

Allergies: none 

Impor~ant Inforrnat io~: smoked in the past 

I-4:-_-::D:-:Ia_g_n_o-s71s_o_r""'R::-e- a_s_o_n-:f:­or- u"'s- e--::(/-nd""lc-a""'ti:­o-n):-----i 82 0 Yes 0 No D ~oet' n t 
#1 e Event Reappeared After 

#2 

Reintroduction? 

#1 0 Yes 0 No 0 Doesn1 
Apply 

6 lot# 7. Expiration Date #2 0 Yes 0 No 0 Doesn't 
#1 #1 Apply 
--------­ ________

1
9. NDC #or UnlqueiD 

#2 #2 

'!=. SUSPECT MEDICAL DEVICE 
1 Brand Name 

2. Common Device Nama 

3. Manufacturer Name, City and State 

4. Model# LoU 5. Operator of Device 

0 He~h ProfeSsional 

Catalog# Expiration Dale (mmladlyyyy) 0 La~ User1Pa11ent 

Q other: 
~~s~~~i,..al~#~----------~rO::-t~h-e-r ~ll--------------4 

6. If Implanted, Give Date (mmldQ/Yyyy) 7. If Explanted, Give Date (mmlddlyyyy) 

8 Is this a Single-use Device that was Reprocessed and Reused on a Patient? 

DYes 0No 

9. lfYe& to llem No.8, Enler Name and Address of Reprocessor 

lj. OTHER (CONCOMITANiJ") MEDICAL PRODUCTS 
Product mamas and therapy datos (e elude treatment or event) 

G. REPORTER (See confidentiality section on back} 
1. Name and Address 

(1)1 (6)__·~ 
{o) (61 

State: (b) ZIP: (b) 
E-mail 

1~\ -----l 

(b)(61 

4. Also Reported to: 
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Triage unit 
sequence N 

FDA USE ONLY 

'r===='.IF~~route==~ 
I II 

5 Event Abated Aft!"' \he 
Stopped or Dose Reduced? 

0 Adverse Event 0 Product Problem (e g. defects/ma/frJnctJons) 
1 
,",-­-­---­---------1"1 0 Yes 0 No 0 =~~n't 

0 Product Ull Error 0 P roblem wt1h Different Manurac:tunor or Same Medicine 12 #2 0 Yes 0 No 0 Doesn't 

2 Outcomes Attrlbuled to Adverse Event 
(Checlc all that apply) 

0 Death: 0 Disability or Permanent Damage 
(mm/Qdtyyyy}

0 Life--threatening 0 Congenital Anomaly/Buill Defect 

0 Hospo taiiLaiJon • lrutial or prolonged 0 Other Seriou. (Important MediCal Events) 

0 Requtred lnlervenllon lo Pre\enl Permanent Impairment/Damage ( ) 

4 Dlagnoait or Reason ror Use (lndicatron) Appl 
#1 8 Event Reappeared After 

RelntroducUon? 

112 #1 DYes 0No 

1-:6::-:­Lot--:-:11:--­-­--r:­7 -::Ex,...-,pl,..ra~Uo=--n""O,....ate:-----1 #2 0 Yes 0 No 

., 111 
9 NOC #or Unique 10 

#2 #2 

E. SUSPECT MEDICAL DEVICE 
S. Describe Event, Probtom or Product Use Error Brand Nam e 

Expe r i enced red b u rning eyes after being i n a closed 
r oom with someone smoking an e-ci9a rette. This 
happened on mor e than one occasion and there were 
several people with the same burning fee l i ng irr their 
eyes . ~~ •

l~\ l :..

 
 

.I 

6 Relevant Toatlllaboratory Data, Including Oates 

B-cigare~te/hookah 

z. on Device Name 
·f-cigaLette/hoo~ah 
1, 

3. r.,anut.cturer Name, City and State 
Nem~>si s, RSST 

4. Model# Lot# 5 Operator of Device 

0 Health Professional 

Catalog# Expttation Date (mmldcl1'm) 0 Lay User/Patient 

Serial# 

00ther: 
~~or-#~------------~ 

6. If Implanted, Give Date (mmldc:WYYY) 7 If Explanted, Give Date (mmlddlyyyy) 

7. Othor Rolovant History, Including PrMxisUng Medical CoOditions (II. Q .. 
al/erg•es, race, pregnancy, smoking and alcohol use. ITve rlkidney problems. etc) 
Pc:lC("': Wh i tP. 

Medical Co~dit ions : 

Allerg1 e s : Allerg~c t o peanut butter (on ly within the 
last ye ar), pollen , t r ees, I take zyrtec daily fo r 
this 

D 

B Is this a Single-use Device that was Reprocessed and Reusod on a Pat ient? 
Oves 0No 

9. tr Yes to Item No. a, Enter Name and Add rosa of Rtprocessor 

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS 
Product namos V~d t,.rapy d01tes (ex clude treatment ol event) 

•. REPORTER (See confidentiality section on back) 
t Hame and Addrwst 

Name (b) (6) 
Address: 

Cily State: -­ ZIP· 

[ E·mall 

(b)(6) 

2. Health Proressional? 3. Occupation 

0Yee 0 No 

5. lr you do NOT want your identity drsclosed 

4 Also Reported to: 

0 Manufaourer 

0 User Faciltty 
to tho manufacturotr, place an ·x· In !Ills bo.: [iJ 0 D1 s1ributor~mpo<1er 



8.7. Other Relevant History, Including Preexisting Medical Conditions (e.g .. allergies, ri!CB, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.) (continued) 

. .. Disorder, celexa for Depression 

OTC Meds: Zyrtec (nightly for allergies), Emergen-c vitamin packet, Vitamin D3, Melatonin for sleep 

-~~ 
.. l\ 

• , 

a-.. ~;_ -~ - -
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sequence II

1. 0 Adverea Ennt 0 Product Problem (e g,. def&ctsltnlfllunctiom} 

5. Event A~ After UH 
StoPP" or Da.e Reduc.d? 

#1 (£]Yes 0No OOcesn1 
~~--------------------------~ A~y 

hl~b~j'~~~)~~·=·-=~r.=~~-----r-4~.~~~~~~~-~R~~~~~~--J 
01/23/2014 

5 Describe Event, Prob'-m or Product Use Error 
The Proprietor o! CiqaNatt (1208 N 7 HWY, Blue 
Springs, MO 64014) cont11cted NicVape customer service 
to report the event and request a complete ingredient 
list for the product. The Proprietor repor t ed that a 
custo~er inhaled the product using an electronic 

ciq3rette device (t ype unknown) and had wha t appea 

to be a severe allerg~c reaction. The customer was 
taken to the emergency room where they admini~te 
IV and epinephrine. Customer requeste~ ingredl~nt 
to help physici~n identify which ingredient th~ 
1ndiv1dual is allergic to. Ingredient list was 
provided to vendor along wi t h •.• 

. U.nufad\Jrer Name, City and St.te

b ZIP {b) (6) 

4. Al•o Reported to: 

0 Ma..Uac:l16er 

0 U1e1 Facility
0 Oiatributor/lmpotter 

Fc5RiMFi)A3fiifciT1iiiiii\--SuibiTiisij;Oij;iifijjreiiXjjiid(i:e;n;co;ii5tiM;~Mi;iiaairdmisslon that medical pel'l!OIInel or the product caused or contributed to the event 

(from product label) 

Fi r e 

, I nc. 

N.,.. and Addrel8 

N-: (b)(6) 
Address (b) (6) 

City (ti) (6) 

0 Yes []No 
S. If lfOU do NOT want your ldentlty diacloaed 

to the manulacturw, p..ce an "X" In 11111 boa: 0 

t-:-0 -:-roduc:t-:-Us_e-::- ---::P-:ro_--=----:-DIfl!enom Manuflc:t~Wr of S. _ ___~-::-P-_ Er-:-ro_r:-:0 _bl- wlth -__________ _ _ _me 
2. Outcome• Attributed to Adnree Event 

(CheCk elllhlll 11pp/y) 

0 Death 0 Oosabt61y or Porii'IIW1en1 Damage . --,1'-~==c::-:r--
~ Life-threatening 0 Congenital Anomaly/Birth Defed 


0 Hospilalzation ·Initial or prolonged I!) Other SeriOUI (Important Medicel Eventa) 

0 Required ln1eMtnlion !o PreYIIIlt P~I~ (Devices) 

r.:-::::---:---::--- -:---::-.,--;::--::---:-:-.- --i iiZ 0 Yes 0 No 0 Ooosn1 
4 Diagnosis or Ruson for UM (lnalcatlon) App 

111 8 Event Ruppured After 
RelnUocluctlon? 

#2 #1 DYes 0No llJOoeen1 
Apply 

1--,6,-. :-Lot~.------r.7:-.-::Expl--:-r-lltlo:::--n-::D:-IIte-:--~#2 0 Yn 0 No ODoesn't 
Apply 


_ 
11 
_ 
1_u_n_k_n_ow_n_____''------- 9. NDC II or UnlqueiD


1

7. Othw Relevant Hiltory,lncluding PI'Mxl&tlng Medical Conditions (e.g.. 
allergies, race, pregnancy, smoking and lllcohol use, liverAcidtllly probl11ms, file) 
Unknown at this t1me 

#2 112 
E SUSPECT MEDICAL DEVICE 

1. BreneS Name 

2. Common Device Name 

Lot#4 Model# S. Operator of Device 

0 Health Prol811110nal 

CNiogll Explrrion Debt(~ 0 lay Use~/Patient 

00tner: 
~~5-.,. ~~~~.------------i~~~.,~- .~------------i 

6 If lmplanbtd, Give Debt (mmlddlyyyy} 7 If Eaplanted, Give Debt (nvnlckPyyyy} 

Is this • Single-use Oevlc;e that wn Reproc81sed and Rt&~aed on • Patient? 
Ovn 0No 

9 If Y88to tt.m No. 8, Enter ~me and Addrna ol Rtprocoaaor 

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS 
Product n.- and lhwqy datea (excluda trealment oltNenl) 

Unknown 


. REPORTER (See confidelltiality section on back) 



8.5. Describe Event or Problem (continued) 


,,, NicVape contact information for follow-up. 


'{;.' oi 
•1·· . 

, . :: 
,_)? "' 
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