The following message accompanies all responses to requests made to FDA / CTP for tobacco
product adverse event reports, data or analyses.

When reviewing or analyzing adverse event (AE) reports received by CTP, please note the
following:

Individual AE reports about a particular product and the total number of AE reports for that
product in CTP’s AE database only reflect information AS REPORTED and do not represent any
conclusion by FDA about whether the product actually caused the adverse events.

Reports to FDA may not include accurate or complete information, such as whether the product
was used correctly, or if an individual also suffered from other medical conditions or took other
tobacco products, medications, or drugs at the same time. When important information is
missing from a report, it is difficult for FDA to fully evaluate whether the product caused the
adverse event or simply coincided with it. The fact that an adverse event happened after a
person has consumed a product does not necessarily mean that product caused the adverse
event.

Because the database is constantly updated with new information, the number of reports for a
given product and the content of individual reports may change over time.

AE reports received by CTP are submitted voluntarily. Generally only a small fraction of adverse
events associated with any product is reported. Duplicate reports may be present, particularly
if an event is reported through more than one source. In addition, use information for specific
tobacco products is not well known. Therefore, accumulated reports cannot be used to
calculate incidence (occurrence rates) or to estimate risk. Comparisons between products
cannot be made from these data.



U.S. Department of Health and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

1. Patient Identifier [2. Age at Time of Event, or
Unspecified

Date of Birth:

(b) (6)
50

In confidence

Check all that apply:

1. Z] Adverse Event
(] product Use Error [ probiem with Ditferent M

For VOLUNTARY reporting of
adverse events, product problems and
product use errors
Internet Submission - Page 1

3. Sex

/] Female

D Male

B. ADVERSE EVENT, PROI'DU-CT PROBLEM OR ERROR

l:] Product Problem (e.g., defects/malfunctions)

f er of Same M

Form Approved: OMB No. 0910-0291, Expires: 10/31/08
See OMB slatement on reverse.

Triage unit
sequence #

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer (Iwroduct label)

2. Outcomes Attributed to Adverse Event
(Check all that apply)

D Death:
(mm/dalyyyy)
D Life-threatening

D Hospitalization - initial or prolonged

D Disability or Permanent Damage
D Congenital Anomaly/Birth Defect
[¥Y] Other Serious (Important Medical Events)
|:] Required Intervention to Prevent Permanent ImpairmenyDamage (Devices)

Victory e Victery
#lcigarettes
#2
2. Dose or Amount Frequency Route
# P-4 puffs I About 5 times a I | |
da
«zl l | I | l

3. Dates of Use(lf unknown, give duration) from/to (or  |5. Event Abated After Use

3. Date of Event (mm/dd/yyyy)

4. Date of this Report (mm/dd/yyyy)
03/14/2013

best estimat
st estimate) 1 month 1 week Stopped or Dose Roduceoi’: .
# 02/09/2013  __ 03/13/2013 |#1 [ Jves ¥ino [ Appfy"
2 g #2 D Yes D No mm
4. Diagnosis or Reason for Use (Indication)
Quit smoking 8. Event Reappeared After
" Reintroduction?

#1 ¥]ves [Jno Dmm

and now it is going down my

throat

03/14/2013 #2
S. Describe Event, Problem or Product Use Error 6. Lot # 7. Expiration Date 42 D Yes D No D mnﬁ
I have chemical irritation per my doctor #1 # 9. NDC # or Unique ID
throughout my mouth the tongue and throat - 2

E. SUSPECT MEDICAL DEVICE
1. Brand Name

2. Common Device Name

3. Manufacturer Name, City and State

4. Model # Lot# 5. Operator of Device
[] Heaith Professional
Catalog # Expiration Date (mm/dd/yyyy) I:] Lay User/Pationt
Serial # Other # (] other:

o

. If Implanted, Give Date (mm/dd/yyyy) 7. It Explanted, Give Date (mm/dd/yyy)

™

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

[Jves [/Ino

6. F ant Tests/L y Data, Including Dates

burning my whole mouth.

I was examined by an internal medicine
doctor. He told me not to use the electronic
cigarette anymore I cannot smoke regular

cigarettes and most foods feel like they are

More

Smoker trying to quit

C. PRODUCT AVAILABILITY

Product Avalilable for Evaluation? (Do not send product to FDA)

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies,
race, pregnancy, smoking and alcohol use, liver/kidney problems, etc.)

©

. If Yes to ltem No. 8, Enter Name and Address of Reprocessor

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
Product and

py dates (exclude treatment of event)

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

(b) (6)

(b) (6)

Phone # E-mall

(b) (6)

2. Health Professional?

D Yes 2] No

3. Occupation 4. Also Reported to:

[:] Manufacturer

] user Facility

¥lves [JInNo  [] Retumed to Manufacturer on: : 5. f you do NOT want your identity disclosed )
(mm/adlyyyy) to the manufacturer, place an X" in this box: /] (] pistributor/importer
FORM FDA 3500 (8/05)  submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.




From: Myers, Brooke

To: Rudy, Susan

Cc: Chang, Nancy

Subject: Adverse Health Event Report - Electronic Cigarettes
Date: Monday, April 01, 2013 4:43:38 PM

Hello,

I received this call today from a woman wanting to report her adverse health
event regarding electronic cigarettes (E-Cigs). Her name is
and her phone number is

stated she purchased the BluCigs brand of electronic cigarettes
and smoked one of them. After smoking the e-cigs, her lips swelled four
times the size of her lip and she had trouble breathing. She then went to the
emergency room and on top of the previous symptoms, she had a rash in her
mouth, her face was swollen, and her throat was itchy and numb. The
doctors ran test and found an antihistamine in her blood stream that came
from e-cigs. She had to get steroids and an IV. She contacted the company,
but couldn’t get in contact with anyone because they didn’t answer the call.
She contacted them to inform the company of what happened, to ask for a
full refund, and ask that they pay her medical bills.

The incident took place on

Thank you,
Brooke Myers

Program Analyst
FDA/CTP/OM/M&L
9200 Corporate Blvd.
Rockville, MD 20850
Phone: 301.796.0334
Fax: 240-276-1705

Success is not the key to happiness. Happiness is the key to success. If you love what you are doing, you will be
successful." ---------- Albert Schweitzer



Department ol Health and Human Services

sz WATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

1. Patient Identifier |2. Age at Time of Event, or

3. Sex

Female from B""é’ Rl ] Female 180
(b) (:o)ndence 51) ( ) (] vaie R

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check alf that apply:

1 w Adverse Event [j Product Problem (e.g., defects/malfunctions)
(] product use Error [T Problem with Ditferent Manufacturer of Same Medicine

2. Qutcomes Attributed to Adverse Event
(Check all that apply)

(] Deatn [] pisaility or Permanent Damage

(mmiddryyyyl}

|| Life-tnceatening [] congenitai Anomaly/Binth Defect

L[ Hospitalization - initial or prolonged :] Other Serious {Important Medical Events)

[ i | Reguired Intervention 10 Preven! Permanent impairment/Damage {Devices)

For VOLUNTARY reporting of
adverse events, product problems and
product use errors
Internet Submission - Page 1

Form Approved: OMB No. 0910-0291, Expires: 10/31/08
See OMB statement on reverse.

Triage unit
seguence #

D. SUSPECT PRODUCT(S)

1. Name, Strength, Manufacturer (from product labei)
mE ciggs ﬁ’gﬁﬁd.r

E ciggs

#2
2. Dose or Amount Frequency Route

1 Ehe highest dosage, I I::veral times a I IInhal |
| I || |

5. Event Abated After Use
Stopped or Dose Reduced?

3. Dates of Use(/f unknown, give duration) from/to (or
best estimate)

41 01/01/2011 __ 06/01/2011 |#1 {Jves [Ino I:lﬁgg;"*
#2 - Doesn't
#2 [Jves (Ino [ ApDY

4. Diagnosis or Reason for Use {/ndication)
I was a current smoker

8. Event Reappeared After

chest pain. Upon arrival to the ER on all
occassions my blood pressure was elevated.
Although all cardiac testing came back
negative I did come back positive for
marijuanna which was impossible. I quit E
ciggs after that.

6. Relevant Tests/Laboratory Data, Including Dates

EKG norlam, cardiac enzymes normal, drug tes
wag positive with marijuana.

| Moxe ]

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies,
race. pregnancy, smoking and aicohol use, liver/kidney probiems, etc.)

I have been a smaler for about 20 years with
no symptoms like this prior to E ciggs or
since I quit E ciggs.

C. PRODUCT AVAILABILITY
Product Available for Evaluation? (Do notf send product to FDA)

D Yes Z No

l:] Returned to Manufacturer on:

(mm/ddlyyyy)

3. Date of Event (mm/ddiyyyy) 4. Date of this Report (mm/dd/yyyy) ull R“D"MW%"? (] Doss
01/01/2009 04/22/2013 # #1 LYes ¥ INo Apply
5. Describe Event, Problem or Product Use Error 6. Lot # 7. Expiration Date #2 D Yes D No 23:15m
y
I visited the ER several times due to 2 7] 9. NDC # or Unique 1D
shortness of breath, heart palpatations, 2 2

E. SUSPECT MEDICAL DEVICE

1. Brand Name
E ciggs

2. Common Device Name
E ¢iggs
3. Manufacturer Name, Citv and State

I purchased in

4. Model # Lot # 5. Operator of Device
Health Professional
Catalog # Expiration Date (mm/dd/yyyy) D Lay User/Pationt
Serial # Other # [] other:

6. i Implanted, Give Date (mm/dd/yyyy) 7. if Explanted, Give Date (mm/dd/fyyyy)

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
I:] Yes m No

9. If Yes to tem No. 8, Enter Name and Address of Reprocessor

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exclude treatment of event)

E ciggs

G. REPORTER (See confidentiality section on back)

1. Name and Address

(b) (6)

(b) (6) (b) (b) (6)
Phone # E-mail
(b) (6) I(b) (6)
2. Health Professional? |3. Occupation 4. Also Reported to:
/] ves [ No Nurse ] Manufacturer
5. If you do NOT want your identity disclosed [ user Faciity
to the manufacturer, place an "X" in this box: D D Distributor/importer

FORM FDA 3500 (8/05)

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.




CTe

U.S. Department of Health and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION
1. Patient kdentifier |2. Age at Time of Event, or

3. Sex

(b) (6) Date of Birth: Z] Female 196 Ib
In confidence 60 Ye [ male R

ars
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR

Check all that apply:

1 w Adverse Event m Product Problem (e.g., defects/malfunctions)
AfAProduct Use Error =7 Problem with Different Manufacturer of Same Medicine
2. Qutcomes Attributed to Adverse Event

For VOLUNTARY reporting of
adverse events, product problems and
product use errors
Internet Submission - Page 1 /%-

Form Approved: OMB No. 0810-0291, Expires: 10/31/08
See OMB stalement on reverse,

Triage unit
sequence #

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer (I?T %r%ducg%begg

Firebrand Ludovico, Inc.
#1
blu cigs
#2
2. Dose or Amount Frequency Route

] [evozy day-

= |
| || /| |

brand I used, which were the Firebrand
e-cigs. I purchased these online following a
recommendation. My diabetes has been in
pretty good control, even if I eat something
I shouldn't my sugar never went near 300 and
went back to my norm around 110 or so later.
I suddenly shot up, often over 400. It took
a couple of weeks to realize it might be
caused by the Firebrand e-cigs. These
contain the polypropancl glucosamine -sp-.
They

6. Relevant Tests/Laboratory Data, Including Dates

[oze]

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies,
race, pregnancy, smoking and aicoho! use, liver/kidney problems, elc.)

no allergies, Type II diabetic, peripheral
neuropathy, No alcohol use in over 20 yrs.
Bipolar

C. PRODUCT AVAILABILITY
Product Available for Evaluation? (Do not send product to FDA)

Tves [no 03/12/2013

E Returned to Manufacturer on:

(Check all that apply) 3. Dates of Use(If unknown, give duralion) from/to (or | 5. Event Abated After Use
best estimate, pped duce
ﬁ‘boalh. jz}_ousabilily or Permanent Damage ) 1 month Stol or Dose Re d? "t
(mm/ddyyyy) - 41 02/28/2013  __ 03/18/2013 | #1 ¥Jves [INo I:IA°°°;"
—E»Lnle-lhrealening EfCongennal Anomaly/Birth Defect PP
Doesn't
LfHospilalization - initial o prolonged [¥] Other Serious (Important Medical Events) #2 -- w2 Jves (One [ App;n
z —
A EGuired Intervention to Prevent Permanent Impairment/Damage (Devices) ' DI?:Z::::' Reason for Use (Indication) 8. Event Reappeared After
R ?
3. Date of Event (mm/dad/yyyy) 4. Date of this Report (mm/dd/yyyy) h %Mwl”:ol" D Doesn't
02/28/2013 04/25/2013 #2 " Yes No Aoply
5. Describe Event, Problem or Product Use Error 6. Lot # 7. Expiration Date e D Yes D No D Eg:;,\‘l
This is in response to your request to §end gy don't bav retui 9. NDC # or Unique ID
a report on my experience wit.:h electronic - - don't hav ret
cigarettes., I've used two different brands
with different ingredients except for the E. SUSPECT MEDICAL DEVICE
nicotine. Very bad experience with the first 1. Brand Name
Firebrand

| _electronic cigaxette
3. Manufacturer Name, City and State

2. Common Device Name

1023 S. Santa Fe Ave. Los Angeles, CA | 90021

4. Model # Lot # 5. Operator of Device

on bottle liquitex |on bottle sent back (] Health Professional
Catalog # Expiration Date (mm/dd/yyyy) X

Tobacco Gold, 01/01/2000 m Lay User/Patient

~ Serial # Other # [J other:

none unless on

6. If Implanted, Give Date (mm/dd/yyyy) 7. if Explanted, Give Date (mm/dd/yyyy)

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

[] ves No

9. If Yes to ltem No. 8, Enter Name and Address of Reprocessor

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
Product names and therapy dates (exciude lreaiment of event)

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

(b) (6)

g’?lni?t) | E-mail
(b) (6) (b) (6) e
2. Health Professional? [3. Occupation 4. Also Reported to:
[Jves WiNo | Consumer/Non-Health /] Manufacturer

Z] User Facility

5. If you do NOT want your identity disclosed
ZI Distributor/Importer

to the manufacturer, place an "X" in this box: m

(mmv/dd/yyyy)
FORM FDA 3500 (8/05)

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event,



mepWATcH

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 2

| B5. Describe event or problem continued

willingly gave me a refund but they said they had never heard of it before.
it, they MUST know. Then I bought the Blu e-cigs. have had no problems.
use that chemical, rather they use a vegetable based product.
now and plan to phase smoking out.

If you google for
They say they don't
I am smoking the high nicotine

Mail to: MEDWATCH or FAX to:
5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



U S Department ol Heallh and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program
A. PATIENT INFORMATION

2. Age at Time of Event, or
Date of Birth:

3. Sex

Z] Female
_ [T male
DUCT PROBLEM OR ERROR

4. Weight
135 b

| Patient Identifier
(b) (6)

In confidence
B. ADVERSE EVENT, PRO

Check all that apply

or

kg

1 ¥ | Adverse Event
¥ | Product Use Error | | Problem with Different Manufacturer of Same Medicine

2 Outcomes Attributed to Adverse Event
(Check all that apply)

| Product Problem (e.g.. gefecis/imalfunctions)

[ | peath Disability or Permanent Damage

(mméddlyyyy)
| Life-threatening

] Congenital Ancmaly/Birlh Defec!
[¥/] Qtner Serious (Important Medical Events)

:J Hospitahization - inihial or prolonged

; ] Required Intervention to Prevenl Permanent Impairment/Damage (Devices)

©w

For VOLUNTARY reporting of

adverse events, product problems and

product use errors
Internef Submission - Page 1

CH

Form Approved: OMB No. 0910-0291, Expires: 10/31/08
See OMB statement on reverse.

Triage unit
sequence #

D. SUSPECT PRODUCT(S)

1. Name, Strength, Manufacturer {frog1 l‘%roducl' label)

’”Metro E cig Nicotek

2

Route

e

2 Dose or Amount Frequency

J [aprox 5 x- day

Ll \a few puffs

ol || 11 |

3. Dates of Use(!f unknown, give duration) from/to (or | 5. Event Abated After Use

best estimate, St d Red q
)2 1/2 months pped or Dose ?

41 01/01/2013 03/12/2013 | #1 ¥lves [Ino Dgggi""
%2 - k2 [Jves [Jno Dgg;;n‘t

4. Diagnosis or Reason for Use (Indication)

lessen dependance on nicotene |8 Event Reappeared After

o]

lowest Nicotene replacement Lozengers -2mg.-
When T saw that the e cig was less nicotene
than the Lozengers I started puffing them.
Being a former smoker I could not help but
inhale, after about a month of using the e
cig I found my breathing -which had
improved- was getting bad again and I was
starting to cough with mucus again in the
mornings. I am now back on the lozengers the
cough/mucus has gone away. Would love to
quit nicotine all together but "I HOPE" the
lozenger will not hurt my lungs as much as
inhaling.

6. Relevant Tests/Laboratory Data, Including Dates

None, just personal experience.

|More I

7 Other Relevant History, Including Preexisting Medical Conditions (e.g.. allergies,
race. pregnancy. Smoking and aicohol use, iiver/kidney problems, elc.)

See # 5 above.

C. PRODUCT AVAILABILITY

Product Available for Evaluation? (Do not send produet (o FDA)

7 Yes [j No

I Returned to Manulacturer on:

2
Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/ad/yyyy) 4 Rglmduc[t_i?]n. m Doesn't
03/12/2013 04/29/2013 42 M1 IYes LINo Wl o0y
Describe Event, Problem or Product Use Error 6. Lot # 7. Expiration Date #2 D Yes D No [Z] Eoelsn'l
pply
I was a cig smokez.' for 40 + yea:t:s and have #1 #1 3 NDC # or Unique ID
COPD. I guit smoking and was using the o -

E. SUSPECT MEDICAL DEVICE

1. Brand Name

n

. Common Device Name

w

. Manufacturer Name, City and State

4. Model # Lot # 5. Operator of Device
[] Health Professional
Catalog # Expiration Date (mm/dd/yyyy) .
[j Lay User/Patient
Serial # Other # [[] other:
6. if Implanted, Give Date (mm/da/yyyy) 7. If Explanted, Give Date [mm/ddcyyyy)

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

[dYes [JnNo

(mm/ad/yyyy)

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exciude treatment of eveni)

G. REPORTER (See confidentiality section on back)

1. Name and Address

®) 6

T —
2. Health Professional? [3. Occupation 4. Also Reported to:
[ ves W] no Consumer/Non-Health [[] Manufacturer
5. It you do NOT want your identity disclosed (] user Facilty
to the manufacturer, place an "X" in this box: rw [:] Distributer/importer

FORM FDA 3500 (8/05)

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



CTP -
partment of Health and Human Services Form Approved: OMB No. 0910-0291, Expires: 6/30/2015
. See PRA statement on reverse.
For VOLUNTARY reporting of

W ATCH adverse events, product problems and *

. Triage unit
product use errors
Safety Information and sequence #
A®erse Event Reporting Program Page1of3 R
A. PATIENT INFORMATION 2. Dose or Amount Frequency Route

1. Patient Identifier | 2. 2“ e d R 4. We #1 K @ _bﬁ“ﬂb .
' b) (6 m'
5°1( '© 2 e OIS |5 Seen

In confidence . f
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR 3. Dates of USE (If unknown, give duralion) from/to~ | 5. Event Abated After Use
Check all that apply: (or béﬂ estimate) Stopped or Dose Reduced?
1.[[] Adverse Event  }X] Product Problem (e.g., defects/malfunctions) # F\( \ Q,f(\ SM’X FAE)’\K(\L- #1 [Jves [INo D Doesn't
[ Product Use Error [_] Problem with Different Manufacturer of Same Medicine #%'\(&\:5 ~%a0\\{5" 656,“‘"(\% i #2 [JYes [JNo [:I Doesn't
« | 2. Outcomes Attributed to Adverse Event 4. Dlagnosis or Reasoh for Use (/ndication) Apply
(Check all that apply) Q ‘ l , \‘\ \ ':\ \/b 8. Eanﬁa&maw After
. - -;o‘g_ A< 0 eintroduction
D Death: I_:] Dlsabllrty or Permanent Damage k l . 1 D You D No D Doesn't

(mm/ddlyyyy) f2 .
[ Life-threatening [] congenital Anomaly/Bnrth Defect g‘\t‘ SNQ“& E—"C \%
N 't
[[] Hospitalization - initial or prolonged ﬂ Other Serious (Important Medical Events) | | 6- Lot# /1 - 7. Expiration Date #2 Oves CIne [ Doels;n
Required Intervention to Preyent Permanent Impairment/Damage (Devices) - . \4 9. NDC # or Unique
e (r éf ) D # 4\:) :)\ fi) ID

-\

5. Describe Evant Problem or Product Use Error

: P/G—R/( o' ‘(\\ < C; ) 6}‘5 \J&ws 2. Common Device Name 2b. Procode

Se\f\*\‘ﬁé\ oS
O\GY {\(\ ﬁffr\\v\&p

\)\g Model # Lot #
4. ot AN 5. Operator of Device
/T Q.(B u\'\ “\i,% N E{qf( Lv N U“ (Q (] Health Professional

Catalog # Expiration Date (mm/dd/Ayyy)| [] Lay User/Patient
& Seneke Confestion Clobe

6. Relevant Tests/Laboratory Data, Including Dates Serial # Unique Identifier (UDI) #

E. SUSPECT MEDICAL DEVICE

3. D‘;of Event (mm/ ) 4. Date of this Report (mm/dd/yyyy)
1. Brand Name

3. Manufacturer Name, City and State

6. If Implanted, Give Date (mm/dd/yyyy) | 7. If Explanted, Give Date (mm/dd/yyy)

PLEASE TYPE OR USE BLACK INK

- 8. lsLt'ﬁis a Singie-use Device that was Reprocessed and Reused ori a Patient? -

‘s . ’ [JYes [INo
! % . g . 9. f Yes to item No. 8, Enter Name and Address of Reprocessor
7. Other Relevant History, Including Preexisting Medical Conditions {e.g., v S o ¢ ot "
allergies, race, pregnancy, 'smoking and alcohol use, liver/kidney problems, etc.) .
F OTHER (CONCOMITANT) MEDICAL PRODUCTS
= names and therapy dates (exclude treatment of event) ?

Whe T8 Thanasaiuy e
. f T W0 (o ROOW

G. REPORTER (See confidentiality section on back)
1. Name and Address _ () (6)

C. PRODUCT AVAILABILITY

Name(b (b) (6)
Product Available for Evaluation? (Do not send product to FDA) Address:!

[ Yes MNO [[J Retumed to Manufacturer on:

)

o city{®) ©) se:  z1p D) (6) )

D. SUSPECT PRODUCT(S)

1. Name, Strength, Manufacturor (from product faj &» Pt';ﬂ%g - sl
. m g:me:th (3\"(‘0 (o Q%C!\C
ength: en L
Manufacturer: “ i ?re’( T O\ L 2. Health Professional? | 3. Occupation 4. Also Reported to:
. [#2 Name: [] Yes [X]No ] Manufacturer
Strength: 5. If you do NOT want your identity disclosed , (] user Facility .
Manufacturer: to the manufacturer, place an X" in this box: E [] pistributor/importer

FORM FDA 3500 (2/13) Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
. .



Crp

U.S. Depariment of Health and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

1. Patient Identifler |2. Age at Time of Event, or 4. Welight
(b) Date of Birth: 163 b
(b) (6)

In conlidence 37
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR

Check all that apply:
1. D Adverse Event

/] Product Problem (e.g., defects/malfunctions)
[ product use Error [T] probiem with Ditferent Manufacturer of Same Medicine

2. Qutcomes Attributed to Adverse Event
(Check all that apply)

[:] Death:
(mm/adlyyyy)
Life-threatening

[:] Hospitalization - initial or prolonged
m Required Intervention to Prevent Permanent Impairment/Damage (Devices)

3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy)
05/29/2013 05/29/2013

D Disability or Permanent Damage

D Congenilal Anomaly/Birth Defect
[[] other Serious (Important Medical Events)

For VOLUNTARY reporting of
adverse events, product problems and
product use errors

Internet Submission - Page 1
D. SUSPECT PRODUCT(S)

Form Approved: OMB No. 0910-0291, Expires: 10/31/08
See OMB statement on reverse.

Triage unit
sequence #

1. Name, Strength, Manufacturer (ld>mproducr label)

liquid
#1 e

White Rhino

#2

2. Dose or Amount Frequency Route

" Il ) |
| | | I

5. Event Abated After Use
Stopped or Dose Reduced?

#1 DYes |:|No Dmsm
w2 [Ives [Ino DD“S’“

3. Dates of Use(!f unknown, give duration) from/to (or
best estimate)

#1 -

#2 -

5. Describe Event, Problem or Product Use Error

My husband was charging his White Rhino
e-cigarette, when we heard a loud bang the
product had exploded. It had shot into the
hallway of our home and hit the door or our
daughters room. It started a fire in our
hallway. If my daughters door would not have
been closed it would have landed in her bed.

T
MAY 3 0 2013

6. Relevant Tests/Laboratory Data, including Dates

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies,
race, pregnancy, smoking and aicohol use, liver/kidney problems, elc.)

C. PRODUCT AVAILABILITY

Product Available for Evaluatlon? (Do not send product to FDA)

[J retumed to Manutacturer on:

4, Diagnosis or R for Use (Indication)
8. Event Reappeared After
#1 Reintroduction?
Doesn't
#
#2 1 Clves [N DADP'V
6. Lot # 7. Expiration Date ¥2 [1ves [ INo D Doosm
na
# # 9. NDC # or Unique ID
#2 #2 na
E. SUSPECT MEDICAL DEVICE
1. Brand Name
liquid
2. Common Device Name
|_White Rhino
3. Manufacturer Name, City and State
White Rhino
4. Model # Lot # 5. Operator of Device
na na ] Health Professionat
Catalog # Expiration Date (mm/dd/yyyy,
na . p { ) m Lay User/Patient
Serial # Other # [ other:
na

6. If Implanted, Give Date (mm/dd/yyyy) 7. If Explanted, Give Date (mm/da/yyyy)

8. Is this a Single-use Device that was Repr d and R d on a Patient?

DYes MNO

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exclude treatment of event)

[ ¥oxe |
G. REPORTER (See confidentiality section on back)

1. Name and Address

(b) (8)
Phone # E-mall
(b) (6) (b) (6) —
2. Health Professional? [3. Occupati 4. Also Reported to:
[JYes ¥lno | Consumer/Non-Health (7] Manufacturer

5. If you do NOT want your identity disclosed (] user Faciity

¥l ves [Jno
(mm/dd/yyyy)

to the manufacturer, place an “X" in this box: |:| D Distributor/Importer

FORM FDA 3500 (8/05)

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



U.S. Department of Health and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program
A. PATIENT INFORMATION

1. Patient Identifier |2. Age at Time of Event, or

(b) (6) | (ga)te( g)Blrlh:
In confidence

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR

Check all that apply:

1. [[] Adverse Event JZ Product Problem (e.g., defects/malfunctions)
(] Product Use Error || Problem with Different Manufacturer of Same Medicine

LAY

For VOLUNTARY reporting of

adverse events, product problems and

product use errors

Page _

2. Outcomes Attributed to Adverse Event
(Check all that apply)

(mm/dd/yyyy)

D Death: w Disability or Permanent Damage

[] ufe-threatening [] congenital Anomaly/Birth Defect

[] Hospitatization - initial or prolonged [] Other Serious (Important Medical Events)
D Required Intervention to Prevent Permanent Impairment/Damage (Devices)

3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy)

L OAlea 120131 05/ 1S] L3~ |

of

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer (from product label)

Triage unit
sequence #

Form Approved: OMB No. 0910-0291, Expires: 12/31/2011
See OMB statement on reverse.

A}

#2

2 Super vapour £ C

O
9

2. Dose or Amount

Frequency

1 ]

Al

| i | |
3. Dates of Use (If unknown, give duration) from/to (or |5. Event Abated After Use
best estimate) Stopped or Dose Reduced?

i oesn't

n - 2/-43 /5'.3’/? n Ove [ne A0
L 4 T

#2 Doesn't

#2 D Yes I:] Noﬁﬂpply

4. Diagnosis or Reason for Use (/ndication)

8. Event Reappeared After
" v Reintroduction?

5. Describe Event, Problem or Product Use Error

SR Vifeut Eéﬁg
prult Charging (ausi

5Qo~rr'n\03\.

PLEASE TYPE OR USE BLACK INK

- | s - b | L]yes LlNe P ity '
A 6. Lot# 7. Expiration Date " [Jves [INo Dg:‘syn*ll
eJ(p/(X“/Q # #1 9. NDC # or Unique 1D
w2 #2

and 3rd degree” burns on el aCM,
El oL Rap, budt ¢ AntIE . Damad( 0
Lroct +
My Cguch, Rrea Cug § +root. Tool
ey ckureS & hape Ter manet

19

T

6. Relevant Tests/Laboratory Daia! Including Dates

Doclols AP

on 5-5-/8
Antipot'c s 4 Purn Cream

-

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies,
race, pregnancy, smoking and alcohol use, liver’kidney problems, etc.)

E. SUSPECT MEDICAL DEVICE
1. Brand Name

2. Common Device Name

C

3. Manufacturer Name, City and State

MAY 2 9 15

Lot # 5. Operator of Device

D Health Professional

(] Lay User/Patient

4. Model #
Catalog # .Expiration Date (mm/dd/yyyy)
Serial ¥ Other # (] other:

6. If implanted, Give Date (mm/dd/yyyy) 7. If Explanted, Give Date (mm/dd/yyyy)

[ Yes

8, Isthisa SirTe-use Device that was Reprocessed and Reused on a Patient?

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
Product names and therapy dates (exclude treatment of event)

G. REPORTER (See confidentiality section on back)
1. Name and Address (b)' (6) .

_
'I
S

(6)
Phone # = - E-mail
®) ©) |

C. PRODUCT AVAILABILITY 2. Health Professional? |3. Occupation 4. Also Reported to:
Product Available for Evaluation? (Do not send product to FDA) ] Yes wo H(Dﬂ’ . \.:FL [ Manufacturer

: User Facility

. 5. if you do NOT want your identity disclosed D
o D Ne D e s (mm/dd/yyyy) . to the manufacturer, place an "X" in this box: l:| I:] Distributor/Importer

FORM FDA 3500 (1/09)  Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



U.S. Department of Health and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION
1. Patient Identifier {2. Age at Time of Event, or

(b) (6)

In contidience

Check all that apply:

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR

1. Z] Adverse Event Zl Product Problem (e.g., defects/malfunctions)
{71 Product Use Error [/] problem with Different Manufacturer of Same Medicine

2. Outcomes Attributed to Adverse Event
(Check all that apply)

For VOLUNTAR QM{
adverse events, product problems and me_
Triage unit
product use errors sequence ¥

Submission - Page 1

Form Approved: OMB No. 0910-0291, Expires: 10/31/08
See OMB statement on reverse.

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer (from product label)

“Nicomato premium Nicomate
Zlelectronic ciga

#2
2. Dose or Amount Frequency Route

»1'2 or 3 tips daily J Iﬁ’t of day l |Inha1 |

2| || ] |

3. Dates of Use(/f unknown, give duration) from/to (or | 5. Event Abated After Use

it says, frustrating!

****No death, no hospitalization, no
disability, no birth defect. This form is
making me check EVERYTHING above, it has for
last 17 minutes, "please check to continue"
Nicomate
electronic cigarette, Nicomate.com. They're
all dangerous to lungs! I am trying to quit
smoking and thought I would try the
electronic cigarette Nicomate. I used the
regular tobacco tips. It is rechargeable. I
ugsed it for 3 days, and the 3rd day went to
sleep, woke up dreaming about a horrible
smell in my lungs, after I woke up the smell
lasted for 8 hours and was very real. It was
in my lungs and was all I could breathe.

best estimaty
@ Death: 01/01/2013 |2| Disability or Permanent Damage e Stopped or Dose Roduuodo': "
(mm/iddiyyyy) 41 05/26/2013  __ 05/28/2013 | #1 ¥]ves [ INo I:IAD ;“
Life-threatening [} congenital Anomaly/Birth Defect P
[ Hospitalization - initial or prolonged Other Serious (Important Medical Events) #2 “e 22 [Jves [Ino 2’?:;"‘
m Required Intervention to Prevent Permanent Impairment/Damage (Devices) 4. D‘?:g;k :;zel:::;'o:fr (Indication) 8. Event Reappeared After
3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy) d "E‘"’"“‘E“’ 7] Dossrt
05/28/2013 06/12/2013 42 # || Yes No Aooly
5. Describe Event, Problem or Product Use Error 6. Lot # 7. Expiration Date #2 D ves []No D 2::;".‘
n/a

6. Relevant Tests/Laboratory Data, Including Dates

n/a

More

7. Other Relevant History, Inciuding Preexisting Medical Conditions (s g.. allergies,
race, pregnancy, smoking and alcohol use, liver/kidney problems, elc.)

I smoke 3 packs cigarettes a day. 16 years

now. I have asthma, allergies, sleep apnea. (b) (6)

2 inhalers, 2 daily allergy meds., & cpap.

My lungs are

hone # E-mail
[xoze] (b) (6) (b) (6)
C. PRODUCT AVAILABILITY 2. Health Professional? | 3. Occupation 4. Also Reported to:
Product Avallable for Evaluation? (Do not send product to FDA} []ves ¥INo | Comsumer/Non-Health V] Manutacturer
—p ) 5. If you do NOT want your identity disclosed V] user Facilty
m Yes D No D Retumed to M on: (mm/ddlyyyy) to the manufacturer, place an “X" in this box: m m Distributor/Importer

# Ll 9. NDC # or Unique ID

# none

E. SUSPECT MEDICAL DEVICE

1. Brand Name
NICOmate premium electronic cigarettes

2. Common Device Name

| NICOmate

3. Manufacturer Name, City and State

NICOmate.com, 746 Spring Hill Farm Dr. Manchester, MO
63021

4. Model # Lot # 5. Operator of Device
none [] Health Professional
Catalog # Expiration Date (mm/dd/yyyy} D Lay UserPatient
Serlal # Other # /1 otner:
Myself/patie

6. if Implanted, Give Date (mm/dd/yyyy) 7. it Explanted, Give Date (mm/dd/yyyy)

8. Is this a Single-use Device that was Repr d and R d on a Patient?

Oyes [lno

9. If Yes to item No. 8, Enter Name and Address of Reprocessor

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
Product names and therapy dates (exclude treatment of event)

just the product and regular tobacco tips

G. REPORTER (See confidentiality section on back)

1. Name and Address

FORM FDA 3500 (8/05)  Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



mepWATCH

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 2

B5. Describe event or problem continued

Plastic/metal/chemical. Imagine the whole mixture very powerful, and it's in your lungs.
Nothing would get rid of it, it's all I could inhale or exhale. I was scared and ready to have
the ER check it out, but what could they do, as it did pass after 8 hours and I have not or

will not touch it again. People need to know how terrible these are on your lungs!

Plastic/metal/chemical in lungs was awful!

Mail to: MEDWATCH or FAX to:
5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



mepWATCH

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 4

B7. Other relevant history, including preexisting medical conditions continued

sensitive to everything. Was told couldn't work in plastic factories, fibers get stuck in my
lungs even with face mask on. Passed out at (b)(6) lead smelter first 2 days in a row while
wearing helmet, boots, and breathing apparatus , full suit. Nurse there said I could not work
around the lead. I smelled a gas leak in the inside wall of my gas station to one of the
lines outside that not even the techs could find. I have serious sensitive lungs. History of
a few pneumonia, bronchitis with asthma episodes. No pregnancies. White female. Alcohol, age
19 - 25. Only fatty liver, no kidney problems. Hibernoma in left foot removed (b) (6)

Mail to: MEDWATCH orFAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



U.S. Department of Health and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

1. Patient identifier |2. Age at Time of Event, or 3. Sex 4. Weight
Self Dl(esot Birth: [ Female 270 b
In confidence 24 ] male

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check all that apply:

Prod
P

Ifunctions)

+ Drobl
P

1. Z] Adverse Event (e.g.,
roduct Use meE'Problem with Different Manufacturer of Same Medicine

2. Outcomes Attributed to Adverse Event
{Check all that apply)

Death: J7f Disability or Permanent Damage
7

(mm/ddiyyyy)
JZ) Congenital Anomaly/Birth Defect

(@ Lite-threatening
A Hospitalization - nitial or prolonged ] Other Serious (important Medical Events)
‘@ Required Intervention to Prevent Permanent ImpairmentDamage (Devices)

C7P

For VOLUNTARY reporting of
adverse events, product problems and
product use errors

Interney Submission - Page 1
D. SUSPECT PRODUCT(S)

Form Approved: OMB No. 0910-0291, Expires: 10/31/08
See OMB statement on reverse.

Triage unit
sequence #

1. Name, Strength, Manufacturer (fﬁf’f II%/oducl label)

“Nicotinc Cartridge A Clean Cigarette

#2

oute

2. Dose or Amount Frequency R

" |
| |

5. Event Abated After Use
Stopped or Dose Reduced?

#1 [Jves [ INo [ ]Doesnt

3. Dates of Use(/f unknown, give duration) from/to (or
best estimate)

08/01/2010

#1 04/01/2010 _ Apply
#2 - Doesn't
#2 D Yes D No Apply

4. Diagnosis or Reason for Use (Indication)

Help to Stop Smoking 8. Event Reappeared After

e-cigarette, over sever months, I developed
high levels of anxiety, as well as heart
palpitations, both of these problems
immediately stopped after I stopped use of
the product.

6. Relevant Tests/Laboratory Data, Including Dates

EKG - August 2010 MRI - August 2010
Several blood tests - August 2010

More

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies,
race, pregnancy, smoking and alcohol use, liver/kidney problems, efc.)

Native American, 1 pack a day smoker, rarely
drink alcohol, allergy to common binding
agent common is soap. Allergy to pollen.

C. PRODUCT AVAILABILITY

Product Available for Evaluation? (Do not send product to FDA)

m Yes D No

D Returned to Manufacturer on:

R tion?
3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy) " “D"t"’ducl—'_j" D Doesn't
04/01/2010 06/19/2013 42 # L JYes LINo L oy
5. Describe Event, Problem or Product Use Error 6. Lot # 7. Expiration Date #2 [Jves [No Eoe:{n'l
pp
While using a "A Clean Cigarette" brand gy ROt specified |, 5. NDC # or Unique 1D

#2 #2 none

E. SUSPECT MEDICAL DEVICE

1. Brand Name
A Clean Cigarette

2. Common Device Name

|_e-cigarette
3. Manufacturer Name, City and State

Saginaw, MI

4. Model # Lot # 5. Operator of Device
not specified [ Health Professional
Catalog # Expiration Date (mm/dd/yyyy) Lay User/Patient
Serlal # Other # (] other:

6. If Implanted, Give Date (mm/dd/yyyy) 7. if Explanted, Give Date (mm/dd/yyyy)

d on a Patient?

8. Is this a Single-use Device that was Repr d and R

] ves No

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exclude treatment of event)

G. REPORTER (See confidentiality section on back)

1. Name and Address

(b) (6)
Phone# E-mail
""(b) (6) l(b) (6)
2. Health Professional? |3. Occupation 4. Also Reported to:
D Yes ZI No E‘ﬁanuiaclufer
ﬂu@r Facility

5. Iif you do NOT want your identity disclosed
to the manufacturer, place an “X" In this box:

¥

Distributor/Importer

(mm/ddiyyyy)

FORM FDA 3500 (8/05)

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



U.S. Department of Health and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION
1. Patient Identifier |2. Age at Time of Event, or

(b) (6) (Engpinn
In confidence 30

Check all that apply:
1. /] adverse Event

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR

[___] Product Problem (e.g.,
] product use Error [_] Problem with Different Manuf

VEg

For VOLUNTARY reporting of
adverse events, product problems and
product use errors
Internet Submission - Page 1

3. Sex
] Female
£ maie

179

defects/malfunctions)
er of Same M

ik

2. Outcomes Attributed to Adverse Event
(Check all that apply)

{4 peatn: ___(b) (6)
[ Lite-threatening (mmsdy)

E] Disability or Permanent Damage
("] congenital Anomaly/Birth Defect

D Hospitalization - initial or prolonged E] Other Serious {important Medical Events)
[:] Required Intervention to Prevent Permanent Impairment/Damage (Devices)

Form Approved: OMB No. 0910-0291, Expires: 10/31/08
See OMB stalement on reverse.

Triage unit
sequence #

D. SUSPECT PRODUCT(S)

1. Name, Strength, Manufacturer (f@fhproducl label)
60% VG 40%PG l6mg

Vixen Vapors

Frequency Route

| Ihouzly

]l

| [robar |

|| |

3. Dates of Use(If unknown, give duration) from/to (or | 5. Event Abated After Use

best estimate) Stopped or Dose Reduced?
4 06/01/2012 . 04/02/2013 |1 Wlves [Jno [ Rossnt
#2 -~ #2 [Jves [Ino A°p°p,y°s"1

4, Diagnosis or Reason for Use (Indication)

smoking ceasation 8. Event Reappeared After

(b) (6)

and protein shakes,

cough medications. I

smoking because they said they are safe. He
began with the ones that look like
cigarettes then moved to the type where you:
go online or in the store and buy all the
pieces and the "liquid" called vapor
cigarettes. He began the the e cigarettes
and then vapor ones beginning about one year
ago. He was a healthy young man who

(b)(6) and was a healthy eater, i.e.; fruit
salmon and vegetables,
etc, About two weeks prior to his death he
began feeling like he was getting the flu.
Then it turned into coughing and was taking

3. Date of Event (mm/dd/vyvy) 4. Date of this Report (mm/dd/yyyy) # RE}“’M"‘:E]N? D -
(b) () 05/10/2013 w° #1 LiYes LJNo Apply
5. Describe Event, Problem or Product Use Error 6. Lot# 7. Expiration Date 42 D Yeos D No D mn‘l
My son began smoking e cigarettes to quit n # 9. NDC # or Unique ID

6. Relevant Tests/Laboratory Data, Including Dates

be tested.

I am still waiting on the autopsy report. I
don't know where to take the oils I have to

More

No allergies, White. Male.

cigars then e cigarettes,
over one and one

C. PRODUCT AVAILABILITY

Product Avallabl

Z] Yes D No

for E!

7. Other Relevant History, including Preexisting Medical Conditions (e.g., allergies,
race, pregnancy, smoking and alcohol use, liver/kidney problems, elc.)

tobacco cigarettes over two years ago,

? (Do not send product to FDA)

D Returned to Manufacturer on:

Stopped smoking
then
Stopped drinking

(mm/ddlyyyy)

#2

E. SUSPECT MEDICAL DEVICE
1. Brand Name
Vixen Vapors
2. Common Device Name
| e cigarette ViVi Nova
3. Manufacturer Name, City and State

4. Model # Lot # 5. Operator of Device
[J Health Professional
Catalog # Expiration Date (mm/ddyyy) |:| Lay User/Patient
Serlal # Other # ] other.

6. If Implanted, Give Date (mm/dd/yyyy) 7. i Explanted, Give Date (mm/dd/fyyyy)

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

9. if Yes to Item No. 8, Enter Name and Address of Reprocessor

Clu
MAY 13 2013

Product and therapy dates (exclud it of event)

| More |
G. REPORTER (See confidentiality section on back)

1. Name and Address

(b) (6)
Phone,* E-mall
(b) (6) [(b) (6)
2. Health Professional? | 3. Occupation 4, Also Reported to:
[ Yes W] No gonsumer/ Non-Health [C] Manutacturer
5. If you do NOT want your identity disclosed [ user Facilty
to the manufacturer, place an “X" in this box: D [:] Distributor/importer

FORM FDA 3500 (8/05)

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



mepWATcH

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 2

B5. Describe event or problem continued

begged him to stop smoking those things and let me take him to the doctor. He said "they are
just water and flavor and won't harm me." I read up on them and found some are made with oils
and antifreeze. I pulled down the kit my son had and opened the two bottles of "liguid" that he
inhaled on a consistent basis. I put a small amount on my fingers and it felt just like mineral
oil. My son was inhaling antifreeze and mineral oil and was told it was safer than cigarettes.
He fell asleep next to me on the couch that night, and I, just thinking he was very tired,
covered him up and took the cigarette out of his hand and went to bed, I woke up at 7:40 a.m,
to let our dogs out as I did every morning and he was still on the couch. I thought nothing of
it at first and was telling him he needed to wake up and go get in bed, When I walked back over
to the couch where he was reclined, I noticed something dark brown, like blood or something
coming out of his mouth. I FREAKED OUT!!!! I am convinced it was this oil he was heating up in
these e cigarettes and inhaling that took my son's life and forever changed mine. He had a
doctor's appointment that day at 11:00 to see about his cough. He never made it. I will never
be the same.

Mail to: MEDWATCH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



mepWATcH

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 4
B7. Other relevant history, including preexisting medical conditions continued

half years ago. No medical issues known. He has pain in his wrists from massaging, but that is
all I know about. I was with him every day and night.
industry.

Someone needs to put a stop to this

Mail to: MEDWATCH

orFAX to:
5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



EY DORS
' A
(VK
Fann Approved OMB No. 0910-0291, Expiras 10:311408

EE For VOLUNTARY reporting of Sco OMS statemant on revarse
MED WA rcn adverse events, product problems and

producr use errors
The FDA Safety Iinformation and
Adverse Event Reporting Program

& PATIENT INFORMATION

2. Age 2t Time of Event, or
Date of Birth:

U.5. Department of Haalth and Human Servces

Trago unil  J$-FDA-200018

sequence #

Internet Submigsion - Page 1

D. SUSPECT PRODUCT(S)
1. Name, Strengh, Manufacturer (lram product Iste(}
85 » o E-ligquid  32mg KOV

40 Yea [

s . ‘ . a2
H. ADVEHSE FVENT, FHCDUCT PROBLEN OR ERROR -
2. Doesa or Amount Frequency Route
Check all Ihat sppiy. lwﬁ e S
1. m Agverse Event iw] Product P {e.0.. defect lunchons) # [ 1 f- ‘ L _ _J
[_] Praduct use Errar {_] Problesm with Different Manuf of Same Modi o l [ I [“... [
2. Oulcomes Attributed to Advaerse Event
{Chock all thal apply) 3. Dates of Uso(if unknownq 9’5‘; gu{;alm} fomAo (or  |5. Event Abated Ater Use
. - best estirale, )
L} Death: 1r ] Disazilty or Peananent Damage / Slfapped o ‘Dnse Ret!uced’? .
- T dadyyy) g1 01709/2012 - 01/19/2012 o Wves [ Ine [ ;’0“15“'
{7} Lile-threatening [} congenual AnamalyBinn Cefect Pply
T Hospitabzauon - it os protonges | Oer Sevous (mportant Medical £ vents) s2 - b e e 1] fgsff'
. Di e 31t
u Required Intervantion 1o Praver! Permancnl impeirmetamage ((devices) 4.0 ugr:;(lior::e:zosnsl:lrt:s;‘{lnucauon) 8 Event Reappoared After
q c i ot ¢ r
3. Date of Event {myvddyyyy) 4 Date of thls Report (mviklyyyy) i . . H?ﬂr‘m (lo}n © heasat
U woe | L s
01/19/2012 01/22/2012 w2 n Eves e | Avply
5. Describe Event, Problem or P;;&QJ Use Error £ Lotk R P Expiration Date o v i‘“’ ves if} No 7 Dooeat
. o T Appiy
E-Cigaretces. Shortness of breath and L ™ -
. — 9. NOC # or Unique {D
extreme bloating.
2 74 NA

E. SUSPECT MEDICAL DEVICE
" B'ﬁgmut Vapor

2. Cgmmpo Devig Name
3. Manufacturer Name, City and State .
Rio Rancho, New Mexico

4. Model # Lotk S Operator o!f Device

E NA .
ED [w} Heaith Professionul
R C E‘V Catalag # Expiration Date (mm/dddyyyy}

’[_I Lay Used/Pobers

JAN 23 20‘2 Serial # Other ¢ {_] Ower

6. it impl d, Ghve Date (i ddyyyy) 7.1t Explanted, Give Date {mm/isdiyyy)

MEDWATCH CTU 8. is This a Single-use Device that was Reprocessed and Reused on a Patlent?
E] Yes [] NO

9 If Yos to item No. B, Enter Name and Addross of Reprocessor

6. Relevant Tests/Laboralory Data, Including Dates
NA

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (eaciude freaiment of event)

7. Other Relevant History, Including Preuxisling Medical Conditions (2.g. allerges,
vace, prograncy, smoking end aicohol use. ivevkidney problems, eic.}

: ) G. REPORTER (See confidentiality section on back)
ockbviously a smcker, but 1 do not have this

. 1, Name and Addrass
reaction to regular cigarettes. &}?féﬁ

B340 : : E-m(g) ©
C. PRODUGT AVAILABILITY 2. Hoalth Professional? |3, O ; 1 Also Reponad o
Product Availabie for Evaluation? (Da not send product 1o FOA) [dves [fro [Prier Healts professionall V] mautaciurer
i g ' 5. i you do NOT want your identity disciosed m User Facilty
l‘d Yes m Ne :—j Retumed o Manulacturor on: {enm/ddyyyy) to the manufacturer, place en X" In this box: B LJ Dginbutodimpostor

FORM FDA 3500 (8/05)  Submission of a report does not constitute an admission that medical personnel or the product caused or contribuled to (he event,



ServiceCenter Operator: BMYERS

The ERIC has referred Incident Record IM1910607 [Severity 4/ Priority 4] to the Assignment Group: CTP-
OFFICE OF SCIENCE.

Assigned on: 01/07/2013 12:08:30
Customer: CTP

Phone: {b) 1l

The customer has reported the following issue:

bye) e called to complain about the E-Cigarette company Totally Wicked. Her 54 year old
brother died suddenly in{  and before he died he told her mom that he thinks it was because of
the e-cigarette. He started g e-cigs two years ago and he was a smoker previously. E-cigs was
recommended by his doctor. He was diagnosed with cardio menopause. Once he started using them he
started becoming short of breath.

(b)(6) just wanted to inform us so that we can look into it for other users.

She can be reached at{b - or by email at b}

Please log into ServiceCenter or visit fi
this incident record.

_ to view, update, and resolve

Best Regards,
The Employee Resource and Information Center



U.S. Depanment of Health and Human Services C ] 6 Form Agprovad: OMB No. 0810-0291, Expires. 10/31/08

For VOLUNTARY reporting of o0 OMB sialement on ovarse.
M E D WA 1‘" adverse events, product problems and 'r
product use errors e
The FDA Safety Information and

Internet Submigsion - Page 1
Adverse Event Reporting Program
A PATIENT INFOREIATION

D. SUSPECT PRODUCT(S)

2. m:m?mnm.u . . 1N:;!;Stm::wm(iao71fmnhbeo various
. , , DMaIe ﬂg_-_u.g;xgm;nn
B. ADVERSE EVENT. PRODUCT PROBLEYW OR ERROR 2.'2 TPy e 3 o
Check all that apply: requency
1. 7} Adverse Event  [] Product Problem (s.g., defects/matfunctions} "l H ) H ]
{Z] Product use Emor (7] problem with Difterent Manufacturer of Same Medicine | 1 I |

2. Outcomee Attributed to Adverse Event

(Chock all that apply} 3. g::-aiu-:iumm.maum)rrm {or 15. Event Abated After Use
. estimat Stopped or Dose Reduced?
Death: Disabikty or Permanent Damage
i {mmiddyyyy) v # - 1 [Jves [Ino [[]Doesmt
[Z) Lite-trweatening [} Congenital Anomaly/Binth Detect Apely
Hospitelization - inilial or prolongsd &) Other Serious (Important Medical Events) »n -- #2 [ves [Ino []Poom
4, Di i or R for Use (ind ) Aoply
(£} Reauired imervention to Prevent Permanent impairment/Damage (Devices) it ! 8. Event Reappeared After
" RAsintroduction?
3. Date of Event (mmvddiyyy) 4. Date of this Report imm/ddyyyy) v Clves CIne [ "
12/01/2012 01/07/2013 0 m"“s"
S. Describe Event, Problem or Product Use Ervor 6. Lote 7. Expirstion Date nDYas DNo Dm1
My husband uses e-cigarettes. I developed an y 0/8 " 3. NDG ¥ or Urie 1D
extrame allergy to the smell of the n/a
e-cigarette. When I smell the vapor -it is

NOT odor free- I immediately get a headache

and my sinuses begin to ache. Within 1/2 1. Brand Neme
various

hour my voice go hoarse. Within a day my 7 Common Devics

sinuses became infected. Please help get | e-cigaretta

these bad products off of the market!tl I 3. Manurtecturer Name, City and Stats

can't get my husband to quit using these varioue

hazardous products, he will only quit when

they are banned. 4. Mods) # Lot s 5. Operator of Device

n/a [ Heath Protessianai
v Explration Date ¢ el [ Lay userPatient

Secial # Other # (] other:

6. ¥ implanted, Give Date (mm/dd/yyyy) 7. ¥ Explanted, Give Date (mm/da/yyyy)

8, s this a Single-use Device that was Reprocessed and Reused on a Patient?
Dves [Ino

9. If Yes to Rem No. 8, Enter Name and Address ot Reprocessor

6. Relevant TestsAsboratory Data, including Dates

F. OTHER {CONCOMITANT) MEDICAL PRODUCTS
Product names and therapy dates (exciude treatment of event}

. Other History, Preexisting Medical Conditio Q.. aflergies,
4 m,mmmm,mymxjan

There was no death or hospitalization for
this input, but I could not submit this form
unless I checked that box.

G. REPORTER (See confidentiality section on back)

Phone # iFw-l
C. PRODUCT AVAILABILITY N 2. Health Professional? | 3. Occupstion 4. Also Reported to:
Product Availsbie for Evaluation? (Do not send product to FDA) Oves ¥lne | Consumer/Non-Health ] Mantacturer
" : 5. 1 you 4o NOT want your ientity diclosed ] user Faciny
Olves Mne L Reunsas oon (mmidcipyyy] 10 the manufecturer, place an *X" Inthis box: /) 7 Distributorimporter

FORM FDA 3500 (8/05)  Submission of a report doss not constitute an admission that medical personnel or the product caused or contributed 1o the event.
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U.S. Departmeni of Health and Human Servicos Form Approved: OMB No. 0910-0291, Expires: 10/31/08

For VOLUNTARY reporting of See OMB sislemon o7 eme,
MEDWATCH adverse cvents, product problems and Fm_
Tringe unit
product use errors soquence ¥
The FDA Safety Information and fternet Submismsion - Page 1
Adverse Event Reporting Program - L
A. PATIENT INFORMATION D. SUSPECT PRODUCT(SY

1. Puthnl identifier |2. Age st Time of Event, or 1 N:?kwnmw {Wm Dekang
SR g 1
' ©
'ERSE E F ! 3]
8. ADVERSE EVENT. PRODUCT PROBLEM OR ERRO T Bomeor & : T
Check all that apply: pianey _
1. 7] Adversa Event  [] Product Probtem (e.g., dsfectsimatiunctions) n {6'9’“'1 4} [ J E“‘“l I
) Product Use Error ] Probiem with Different Manutacturer of Sa ik
= e 2| 1 i |
2. O A to Adverse Event
(Check ali that 8ppiy) 3. Dates of Use{/f unknown, give durstion) from#o {or | 5. Event Abated After Use
[J Death: {7} pisanikty or Permanent Damage pest e, 4 Stoppad or Doesnt
(mm/adAyyy] §1 0171072013 . 0171372013 {m lves [ Ino DAW;"
7] vite-throatering 7} Congenital Anomaly/Birth Defact
[T] Hospastization - initiat or prolonged (] Other Serious {imponiant Medical Events) 2 -- w2 {ves [ine DMD"‘“"'
[ Required intervention 1o Prevent Pe ImpaimmenyD {Devices) 4. Diagnosie o for Use { i 8. Event Reappesrsd After
3. Date of Event [mm/ddyyyy) 4. Date of this Raport (mm/adiyyy} b REMWET? D Doasn't
01/12/2013 01/13/2013 " " ¥ives LINo Ltoooy
5. Desoribe Event, Problem or Product Use Error 6. Lot # 7. Explration Date 9 (Jves [no [ Ooes
12 hours after inhalated a 6mg vanilla dose y Yo Lot 3. NDC # or Uniqus 1D
of electronic cigarretes, the patient had a NA
rash on her left and right arm. The left amm

E. SUSPECT MEDICAL DEVICE
1. Brand Name

ELECTRONIC CIGARRRTE

2. Common Device Name

= Tt

rash covered from the wrist to the elbow,
while the right arm covered just the wrist.
Also she was not able to talk well, her
throat was closed. The patient did not

relate the rash to the electronic cigarrete {3. Manutschurer Name, City and State
substance, so the next day, she smoked Comercializadora JLS México Salamanca 73, Col. Roms,
again, but the rash extended to her abdomen, Mexico Dietrito Pederal, Mexico, CP. 06700
the back, and the cheeks. Also the throat 4. Modsl # Lots 5. Operator of Device
was completely closed, and she was not able vapBrs-GoU 650 mAh INA (] Heeim Professional
to talk. After 12 hours without smoking, Catslog # Expiration Date (mm/ddyyyy} 7l

. v User/Patient
the throat began to open again. No
medications were administered during the Serlal # Other # {J otwer
reaction, or

6. M implanted, Qive Date (mm/ddyyyy) 7. ¥ Explanted, Give Date (mm/odAyyyy)

8. in this a Single-use Device that was Reprocessed and Reused on a Pstient?
Jves N

9. if Yes to tem No. 8, Enter Namae and Address of Reprocessor

€. Relevant Testa/Laboratory Data, Including Dates

None
F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
Product names snd therapy dates [exciude traatment of event)
NA
7. Other R History, suding Preexisting Medical Conditions Je.g., allergles,
race, preg A p and use, dney probiems, efc.} ¢

Smoking: Camel Previous e-cigarrete brand
JLS 1lmg, blueberry -no reactions occured-
during 1 week prior to the rash.

C. PRODUCT AVAILABILITY 2. HeaRth Professional? {3. Occupation 4. Atso Reported to:
Product Available for Evetustion? (Do not send produci o FDA) ) ves [Ino | Other Health ] Manuiacturer
Tlves ¥ine 1w a to Manulgciurer on: 5. it you do NOT want your identity disclossd [ user Faciiy
Ty 10 the manufacturer, piace an "X" inthis box: /] 7] Distributorimporter

FORM FDA 3500 (8/05) Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the svent,



mMeDWATCH

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 2

B5. Describe event or problem continued

before the reaction.

Mail to: MEDWATCH or FAX to:

5600 Fishers Lane 1.800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



U.S. Department of Health and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program
A PATIENT INFORMATION

1. Patient identifier

apouce

Interne

In confidence

Check afl that apply:

1. 7] Adverss Evet [ Product Problem (e.g., defects/mattmctions)
{7 Product Use Ervor [ Problem with Ditferent Manutacturer of Same Medicine
2. Outcomes Attributed to Adverss Event

For VOLUNTARY reporting of
adverse events, product problems and
product use errors
Submission - Page 1

Form Approved: OMB No. 0910-0281, Explres: 10/31/08
Sea OMB statemeni on raverse.

Triage unit
sequance ¥

D. SUSPECT PRODUCT(S)

1. Nama, Strength, Manufscturer

product label)
' Elactronic (@m

[ 74

Route

e
| ]

-
I

pnuemia and a second time I had brontis.
When I am around regular cigarettes this has
also happenesd.

6. Relavant TestsA.aborstory Data, Inchading Dates

7. Other Relevant History ,Induqu‘ Preexisting Medicsi Conditions (e.g.. afergies,
race, pregnancy, smoking and ak i use, liver/iddney p etc.) e

White

seldom use alcohol

C. PRODUCT AVAILABILITY
Product Avallable for Evalustion? (Do ot send product to FDA)

Oves Kino [ retuned to Manut

FORM FDA 3500 (8/05)

Her on;

fomvacyy,

(Check ali that apply) 3.WMWIIIM,WM)W{M 5. Event Abated After Use
D Death: D Oisabifty or Permanent Damage best Stopped or Dose Dossnt
T diyyy) " - o1 (Jves (e
] Lite-thraatening {1 Congenitat Anomaly/Binh Dafect Apply
[ Hospitalization - initias or prolonged {¥] Other Serious {Impontant Medical Events) - "f - m}; S— w2 [Jves (Ine mn‘k
[] Requirad Intervention 1o Pravent Permanent impairmentDamage (Devioes) gnosis of o 8. Evert Reappeared Atter
3. Date of Event (mmiddiyyyy) 4. Date of this Report fmm/ddyyy) l ,%w; [[] Doesny
01/21/2013 2 ¢ o Agoly
5. Describe Event, Problem or Product Use Ervor 6. Lot# 7. Expiration Date w2 [Dves [Ine []DoosM
When I have been around pecple smoking the "n’ " 3. NDC # or Unique 1D
Rlectronic Cigarettes I have ended up with 2 - 2

E. SUSPECT [AEDICAL DEVICE
1. Brand Name

Elactronic Cigarsttes
2. Common Device Name

| Elactronic Clgarettes
3. Manufacturer Nama, CRy and State

?
4. Model ¥ Lot # 5. Operator of Device
? [} Healh Professional
Catalog # Expiration Date (mm/ddyyyy) [ Ley UserPatent
Seris # Other ¢ [ omer:

6. if implanted, Give Date imm/ddiyyy} 7. ¥ Explanted, Give Date (mmvddyyyy)

8. Is this a Single-use Device that was Reproceused and Reused on a Patiem?

[Tves [wo

9. it Yes to hem No. 8, Enter Name and Addross of Reprocessor

F. OTHER {(CONCOMITANT ICAL PRODUCTS
Product wnd therapy dates ( of event}

I did not use this product but a friend did and I
was sick for about two weaeks each time.

G. REPORTER (See confidentiality section on back)

2. Health Profeasional? |3. Occupation 4. Aleo Reported to:
O ves e Consumer/Non-Health ] Manutacturer

5. i you do NOT want your identity disclosed (] user Faciny
to the manufacturer, place an "X inthis box: || {7 vistvurormgorted

Submission of a report does not constitute an sdmission that medical personnel or the product caused or contributed to the svent.



Sent: Sunday, January 22, 2012 4:41 PM
To: AskCTP
Subject

can you check into electronic ciggaretts causing
pleurisy

i magicly have it after starting electronic ciggaretts



Are smokeless cigarettes safer? E-cig explodes in smoker's mouth - latimes.com Page 1 of 3

NATION NOW

Are smokeless cigarettes safer? E-cig explodes in smoker's mouth

February 16, 2012 | 9:54 am

Electronic cigarettes and cigars are billed as a safer way to get a nicotine high, but a Florida man learned just how dangerous they can be this week. One of the
devices exploded in his mouth, ripping out part of his tongue and several teeth while badly burning his face.

"He is very, very lucky,” Fire Chief Joseph Miller of the North Bay Fire Control District told The ‘l'imes. ‘The man, identified as Tom Holloway, 57, was taken to
alocal hospital for treatment Wednesday, then transported to an Alabama hospital that specializes in burns. He has since been released. "It could have been a
lot worse,” Miller added.

Emergency responders said the device that Holloway was holding in his mouth acted like "a bottle rocket.” Holloway was in his home office at the time,
and some carpet and chair cushions also burned.

Electronic cigarettes and cigars -- commonly called e-cigarettes and e-cigars -- are all the rage even though their safety is hotly debated. They use a nicotine
cartridge and a battery. The battery creates an electrical charge that releases the nicotine vapor. The user inhales that familiar shot of nicotine, without the
smoke.

Until now, controversy has largely centered on federal regulatory issues and whether consumers are being misled by a device that some say could actually be
more toxic than regular cigarettes because of the secondary chemicals used. But this week's explosion will obviously raise more immediate safety questions.

As you might imagine, the incident -- and ensuing publicity -- isn't good P.R. for the burgeoning industry of smokeless cigarettes and cigars.

Thomas Kiklas, co-founder of the Tobacco Vapor Electronic Cigarette Assn. told The Times that he believes the device that Holloway used was not the
commonly sold kind, but a specially modified device designed to give the user a turbo-charged blast of nicotine. (He likened it to the difference between a push
lawn mower and a gasoline-charged lawnmower.) He said on his site that it is too soon to jump to any conclusion about possible product failure.

Miller, the Niceville, Fla.-based fire chief, said he'd never heard of the device before, but assumes that it was a one-time fluke. "When I heard 'electronic
cigarette,' I said, 'What in the heck is that?' "

The injured man has since called to thank the emergency responders for their quick action. "He was very, very thankful."
ALSO:

At Heart Attack Grill, diner’s sympioms weren't fake

Josh Powell won't be buried next to sons; officers buy plots

Now Jersey expected to approve gay marriage; Christie vows veto

-- Rene Lynch
Twitter / renelynch

File photo: An e-cigarette. Credit: Gerry Broome / Associated Press

http://latimesblogs.latimes.com/nationnow/201 2/02/electronic-cigarette-explodes-mans-mo... 2/16/2012



®)e)

Nice to talk with you today. | have a number of pictures but am unsure how to send all in one email so |
will send them separately (1 picture/ email). The resolution of these pictures are not great but the
whitish areas in the changed gingiva are actually areas of denuded bone.

b) (6)

Today, | received an interesting call from a local dentist who saw the article on e-cigs and thus got my
name. She told me said she has a current patient who has been a long term user of the e-cigarette who
had significant pathology in his oral mucosa that she believes was caused by the e-cigarette. It makes
sense that if there are side effects associated with using e-cigs that they would be found in the mouth.
However, | have not previously heard of problems with destroying oral tissue in the mouth linked to e-
cigarettes. However, it makes sense that dental professionals would be the first to observe adverse
consequences if there are any.

| advised the dentists who called me to do two things: 1) write up a case study on her observations with
this patient (she sent me pictures which are attached) so her dental colleagues might be alerted to this
potential adverse consequence; and 2) submit an adverse event report to FDA.

| told her | would take care of the later so consider this note to be the adverse event report since I’'m not
sure if there is a formal way to do this for tobacco products under FDAs authority. The attachment
which includes the e-mail 1 received includes the dentist’s name and contact information so perhaps you
can have someone speak with her directly. She seemed very credible. The patient is coming back to see
her so there would be an opportunity to asses if the pathology changes with discontinuation of the e-
cig. She told me the patient is a bit compulsive and has been using the e-cig continuously.

Pkrofe‘s,soi',
Department of Psychiatry & Behavioral Sciences
Medical University of South Carolina



MAR-S5-2@12 12:14 FROM:

. . ) T0: 18003328178 P.1-1

3/4/12

To 'The FDA

To Whom it may concern

I fecl T need to inform you guys, [ have had a real bad experience with The £ Cigarette.

About A month ago 1 decided to try and quit or at least cut down on tobacco, so | purcimwd the
E-Cig

The brand was called VapCigs, VC Plus.

I used them on a modcrate basis, nothing excessive, The first week, my cravings seemud to be
under control.

Around the second week 1 noticed some changes, with my appearance. my skin on my face was
like I had gotten a real bad sunbum and the skm on my legs and arms was real rough, almost
scaly. And very itchy, bat hurt to touch.

T did not link this 10 the E-cigarette at the time.

Around the 3 week, 1 started getting very sharp pains across oy chest and some very bad
headuches, and my blood pressurc was stariing to get very high. but my heart ratc was low lor
me.

Since this E-Cig was the only thing new in my life style { felt T needed to stop using the product.
“Chis is the 4™ week. My skin is getting better and the paius in my chest have gone now, Tam not
in the frame of health, as before I started The E-Cig, but seem 10 be getting there.

I really think you all need ( take a ook at the product, for safety reasnns al lcast.

Thank for heing there.




U.5. Department of Health and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

3 Sex

E] Female

] mate
B. ADVERSE EVENT. PRODUCT PROBLEN OR ERROR
Check 88 that apply:
1. ] adverse Event [ Product teg. fmaltunclions)
[T Product use Ervor [ problem with Different Manutacturer of Same Medi

jelec

For VOLUNTARY reporting of
adverse events, product problems and
product use errors

Internst Submission - Page 1

Form Approved. OMB No. 0910-0291, Expires 10:31/08
Se¢ OMB statement on reverse

Triage unit  US - PDA-205000
sequence #

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer (from product labei}

n NJoy

”

2. Dose or Amount Fraquency Route

o [T PULT | [20 puLts 7 s

i i) i |

minutes for attack to stop

2.0 Att oA Event
(Check all that apply) . { . X A
i 3 mﬂy:’:)(lunw m%gm)mw S Svem A_.b::ago.f:er Uju e
(3 peamn: {_] Disabity or P Damag T O
{mmvadryyyy) - " - # [Jves Wlno [ Qoosm
[ Ute-ihreataning ] Congenital Anomaty/Birth Detect POty
[} Hosphatization - indis! or praongsd 7] Otner Sencus (important Medicat Events) « - 02 [ lves {INe 23;?;“
. B, | ~ . 4, Diagnosls or R: for Use {indicalion}
[ Required intervention to Prevent F o ge (Devices) smoking cesation 8. Event Reappeared After
R }
3. Date of Event (mm/ddiyyyy) 4. Dale of this Report (mmvoolyyyy) 8"""“’5"" 7 .
¢3/10/2012 04/12/2012 .2 " Yes No Amww'
5. Describe Event, Problem or Product Use Error 6 Lotd 7. Explration Date w2 m Yes V No ] DA::;M
when taking a drag start coughing seeing ” "
. . . 9. NDC # or Unique 10
dots urinating on self when coughing stop
breathing gasping for air takes 15

6. Relevant Tests/Laborstory Dsta, including Dates

7. Other Hisl Wed Condltions je.g, allerges,
r9Ce, pregoancy, smokmgnndllcchol use, hvnr’k:dney preblems, elc.}
fibromyalgia back pain bipolar anxiety
disorder

C. PRODUCT AVAILABILITY

Product Avaltable for Evelustion? (Do not send product to FDA)

Bves [lne [T Rewmed to Manutacturer on:

(mmiddiyyyy)

E. SUSPECT MEDICAL DEVICE
1. Brand Name

2. Common Device Name

3. Manufactures Nams, City and State

4. Modet Lot # 5. Operator of Device
D Heaith Protessional
Calaiog # Expiration Date (mmiadsyyyy/
E] Lay UsarFaten
Sedel 4 Other ¥ ] omer.

6. I implanted, Give Date /mm/adyyyy) 7. U Explanted, Give Oate /mmiodyyyy)

8. s this & Single-use Dovice that was Reprocessed and Reused on a Palient?
D Yes [:] No

9. N Yes to ftem No. 8, Enter Name and Addreas of Reprocessor

F. OTHER (CON(‘OMITANT) MEDICAL PRODUCTS

Procuct names and th (i
elavil rramadol

klonopin

I 2 ont,

hydrocodcme

carbamzepine

G. REPORTER (See confidentiality section on back)
. Nmy A

4. Also Reported to:

>DYu

5. #f you do NOT want your Identity disclosed
to the manufacturer, place an “X“ in this box:

DNo

_: Manulacturer
[ user Facility
B Oistnbutorimpone”

O

FORM FDA 3500 (8/05)

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



mMepWATCH -~

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 6 ,ﬁ

Frequenc Is Con-
Drug Manufacturer Dose Unit Route Dosage In‘:ervaIyUnit comitant
. . End .
Diagnosis for Use gt;: D:t e Duration | Unit
FDA Comments:

WILSONJ: |"**'*'***| 2012-04-13-07.47.07 |“"*“"*|
USFDAMWVOLUNTARY_Z05000_17216_20120412.xml

Route To: Misc, : : Paper

Need copy for CTP

Walte: MEDWATCH o~ W |
6600 Fishers Lane 1-800-FDA-0178

Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



planRSa

U.S. Depanmenl of i teallh and Human Services

MEDWATCH

The FDA Safety information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

. t identifier |2. Age at Time of Event, or
11;{8” Date cf Birth:

3 Sex
B:] Famale
In confidence 20 Yea [7] mae

B. ADVERSE EVENT, PRODUCT PRUBLEM UK ERRUN
Check ail that apply:

4 Weight
122 b

——g

{

§

Qr

1 m Adverse Event m Product Problem (e ¢, doioets/malfunclions)

1 product Use Error [y} Problem with Ditferent Manutacturer of Same Medicine

For VOLUNTARY reporting of
adverse events, product problems and
product use errors

Intexnet Submission - Page 1

Form Approved: OMB Ne 0910-0291, Expires: 10/31/08
See OMB statement on reverse.

Trageuril US-FDA-206274

sequence #

D. SUSPECT PRODUCT(S)

1. Name, Strength, Manulacturer {from product label)

2. Qutcomes Attributed to Adverse Event

« Lava extra strengh Made in USA
42
2. Dose or Amount Frogquency Route

J ; UWMWWM,M,I

w[3 9Tans |
|

that many pecple are smok.ng mwy boviriend
is smoking it and it has cause some serious
problems it has cause him memory loss,
seizures, he can not speak or walk when he
is smoking this stuff he has became very
very addicted to this lava im very concered
with what it is doing to him. 1 really
woulkd like this stuff to be banned and
taken off the shelves of the stores... The
store that he keeps buying it from is5 Exxon

Mobile and the adress et
® e An@)ég Y8 phone
‘rP\}éDLr 15 ey 5 i Please 1oam begging
you to ple gé )lélp me and everyons else

take this stuff off

i85,

§. Relevant Tests/Laboratory Data, including Dates

RECEIVED

MAY 07 2012
MEDWATCH CTU

(Chack all that apply} 3. Dates of Use)(l( unknown, give duration) fromAo for 15 Event Abated After Use
- best astimate) t ?
D Death: § Digabibly o1 Pamanenl Damage S ?pped m{ D?se Ro?:‘cf)d\ 1
- (mmiadiyyyy) el # - #1 [_l ¥Yes | | No v1 A(;B?"
] tite-wreatening | i Cengoenstal Anormaly/Uirth Defect PRy
[} Hosphatization - initial or proienged ] Other Sensus {impartant Medicat Events) 2 - ez Cives L lno [/ i)g;‘;m
D Roquued intorvantion to Prevent Permanant ImpaimaniDamage [Dovices} 4. Diagnosls or Reason for Use (indication) 8 Event Reappeared After
g . [ Reint )
3. Pate of Event (mm/ddyyyy) 4. Date ¢! this Report {mmddad’yyyv} # 5% roduclipn 1 Doesal
04/02/2012 08/05/2012 5 v Dlves LIne W00
5. Describe Event, Problem or Product Use Error 6. Lot # 17. Expiration Date Tlves o W] D0esm
. . . . ¢ - 1 Apply
The product name is lava it isg the potpurri y 1621171146 " T St
: - 8 NOC # or Unique 10

3621171046

2 #2

E. SUSPECT MEDICAL DEVICE
1 Br%\g‘ygme

2. C:lmmon Device Name
ava

=4

Manufscturer Name, City and State

7. Other Relevant History, Including Preexisting Modical Conditions (e g . sticrgies.
race. pregnancy. smoking and alcehct use. livesikidney problems, ete )

C. PRODUCT AVAILABILITY i
Product Avallable for Evaluation? (Do not send product to FDA}

[;/] Yes L} No

£] Relurned to Manutacture: pn:
{mavdd/vyyy)

4. Model ¥ Lot # 15 Opaerator of Device
i f! lHeaith Professional
Catalog # Expiration Date (i adhyyyr| |-
| {1 Lay UserfPavent
Seriat # i Otner# L Other
$ 3621171148 R
6. H implanted, Give Date (mm/ddiyyy; 7.1 Explanted, Give Date immiddipyy)

15 this 8 Slngle-use Device thet was Reprecessed and Reused on » Patlent?

[Jves [fAne

If Yes to item No, 8, Enter Name and Address of Reprocessor

@

@«

F. OTHER (CONCOMITANT) MEDICAL PRUWUCTS

Product names and therapy dates (exciude eatment of event)

G. REPORTER (See confidentiality section en back)

1. Name and Addrass

(b) (6)

4 Also Roported o,

§m, Manutacturer
N

V| User Facility
Fi Distnouiorimpoder

5. if you do NOT want your Identity disclosed

to the manufacturer, place an "X" In this box: U

FORM FDA 3500 (8/05)

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event,



MEDM,I‘TCH S -Fa-206774

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 2
BS. Describe eventor problemcontinwed .
he shelves before i lose my boyfriend.. He is not the same person i need help and everyone else
that smokes this stuff i hear stories about it... It is really scaring me bad i need help for

this before my Daughters Father is brain Dead or has altimerz he has became very addicted to
this stuff its rediculous

Mail to: MEDWATCH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused cr contributed to the event.




U.S. Department of Health and Human Services

MEDWATCH

For VOLUNTARY reporting of
adverse events, product problems and

product use errors

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION
¥::mw 2 "““‘"’ﬁEvlnl.or

3. Sex
D Female
] Mate
PROBLEM OR ERROR

180

B. ADVERSE EVE

Check aif thal apply.
1. /] agverse Event ] Procuct Probiem (e.g. defects/maitunctions)
] product Use Error [] proplem witn Ditterent or of Sama
2. Qutcomes Attributed to Adverse Event
{Check aHl that apply}
] Dea: ] oisabriity or Permanant Damage
{mm/ddiyyyy
D Life-Ihreataning {:J' Congental AnomalyBirth Delect

(] Hosphasization - witial or proionged [/} Other Serious (Imoortant Medical Events)
D Requrred intarvention to Prevent Permanent impairmentDamage (Devices)

Internet Submission - Page 1

ProSmoke e-
#1 cigarecte

|Ynags unli US-FDA-206359
sequenca #

Form Approved: OMB No. 0910-0291, Expires: 10/31/08

See OMB statement on reverse

D. SUSPECT PRODUCT(S)
1. Namw, Strength, Manufscturer {from produc! iabel}

22

Frequency Roule

| [@aity ¥

||

best astimale,
" 03/01/2012

3. Datas of Uu{ll unknown, give duration) fromo (or | 5. Evm( Abated Aftar Use

05/07/2012 wt [ ves [ Ino [ Doesmt

ppod or Dose Red ?

ot appty

Lr

-3 - ) Doesnt
w2 [lves Ulne Aooly

stop smoking

4. Diagnosis or Reason for tise (inoication)

8. Event Reappeared After

Every since i began using the ProSmoke
electronic cigarette, my gums have started
bleeding. I was wondering if you had other
reorts of this happening?

6. Relevant Teats/Laborstory Data, including Dates

7. Other Relevant History, Aedical Conditk (og,nllcrpiGS,
TRCE, pregnancy, smckmgandnlmholuu hver/hdneypmbloms elc.
none

C. PRODUCT AVAILABILITY
Product Avellable for Evaluation? (Do nol send product to FDA)

m Yeos f_] No [: Relurned to Manufacturer on:

(m/odlyyyy)

LAl

LA

?

3. Oats of Everd (mm/odsyyyy) 4 Date of this Repor! (mmdd/yyyy) Al Flr:lr]moauc%n I~
05/07/2012 v 71 L Yes L INo Apply

5. Describe Event, Problem or Product Use Error € Lot# 7. Expirstion Date Doesnt
[ 74 [] Yes D No Apply

9. NDC » or Unique ID

T

z c%m'c':'?gareELe

3. Manufacturer Namae, City and State

5. Oparator of Device

[“.j Health Prolessonal

D Lay Usei/Patant

4. Model # Lot ¥
Catalog # Expiration Date {mm./dd/yyyy)
Serial # Other #

L:} Qther.

6. it implanted, Glve Date (mmvddAyyy)

7. Hf Explanted, Give Date (mmfddryyyy)

DYBI DNo

0. ls this & Singie-use Device that was Reprocessed and Reused on & Patient?

9. #f Yes to kem Mo. 8, Enter Name and Address of Reprocessor

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
Product names and therapy dates {exc/ude ltreatmen! of event)

G. REPORTER (See confidentiality section on back)

4 Also Reported 1o

o
L Manulaciurer

5. if you do NOT want your identity disclosed - e
to the manufacturer, place an "X” in this box: 1 i i Disinbutar/importer

i User Facrity

FORM FDA 3500 (8/05)  Submission of a report does not constitute sn admission that medical personnel or the product caused or contributed o the event.



mepWATCH -

For VOLUNTARY reporting by bealth professionals of adverse events and product problems
Internet Submission - Page 6

: Frequenc Is Con-
Drug Manufacturer | Dose | Unit Route Dosage In?ervalyUnit comitant

Start End

Diagnosis for Use Date Date Duration | Unit

FDA Comments:

WALKERC: |*"*'*'*'*| 2012-05-08-08.39.55 [T
USFDAMWVOLUNTARY_206359 _18373_20120508.xml

Route To: Misc. : : Paper

Center for Tobacco Products Item

Mait to: MEDWATCH ar FAX to:

8600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a raport does not constitute an admission that medical personnel or the product caused or contributed to the event.



CTP (center o fokaczo prodich)

Form Approved. OMB No. 0910-0291, baprres 10/31/08
See OMB statement v reverse.

FDA USE ONLY

U.S. Depanment of Heallh ang Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

1. Patient identitier |2. Age at Time of Evenl, or

ln contience

For VOLUNTARY reporting of
adverse events, product problems and
product use errors
Internet Submimsion - Page 1

Triage unit
sequence #

D. SUSPECT PRODUCT(S)

1. Name, Strength, Manutaciurer rlc‘pin proguc
Blac tronic

! labe

3. Sex ict labs

m Femala

[7] mate

4. Weight

ine acleancigarette.cd

b

or kg

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR . ',? - - e
?.  Doseor Amount Frequency Route
Check ak thal apply . T -
. L) R
1. V! Adverse Event _} Product Problem (e 9., cefedsimalfunchons; “ l] puff i ‘ . } l}{;hn; ]

{"] Product Use Error {‘} Prablem with Different Manufacturer of Same

of | R |

2. Outcomes Attributed 10 Adveru Event

(Check all that appiy)

[ _J Doath } {sabily or Permanent Damage

“immiddiyyy)

L] Lite-ihresatening §_§ Gongenital Anormaly/Birth Detec!

{"] Hospnatzation - 1nal of prolonged gmz Qther Serious {Important Medicai Events)

[{‘ Reguired Inturvention 10 Prevent Permanent Impasimert/Damage {Devices)

3 Dates of Use(!! unknowrn. give duraton) tromAo (or
bost eshimata)

4, Diagnosis or Reason for Use (indcalon)
Smoking Cessation

x1 06/07/2012 06729/2012 st | ‘ves | ino g{|2;§!byr‘l
42 - : X Doesrdt
B ¥2 . | Yes | no ji\paiy

5 Event Abatad After Use
Sloppod or Dose Reduced?

B Event Ruppeamd Aﬂm

Z; Date ot Emt {mmédaiyyyy)

06/29/2012

4 Describe Event, Problem or Product Use Errar
On 06/07/2012, patient reported coughing
after using an e-cigarette or Electronic
Nicotine Delievery System -ENDS- product
distributed by www.acleancigarette.com. The
nicotine concentration was 24mg -2.4%/mL-per
cartridge. She described the coughing
gimilar to an asthma attack. The coughing
associated with puffing on the ENDS
continued over the duration of 3 weeks after
starting this product. The patient was
notified to discontinue the product on
06/29/2012. This writer contacted the
distributor on 06/29/2012 to confirmed that
the product contained vegetable glycerine
which has been implicated in pulmonary
problems -see article by McCauley

5. Relevant Tosts/Laborstory Data, inchuding Dates

None

[oze]

fe Q. alierges.

e -
uvorﬁndnoy prodiems, elc.)

4 Olhev Ralev-nl Nlltory lnc ing
race, pragnancy, smoking and akeoho! us

Recent diagnosis of Lung Cancer and
scheduled for surgical resection in 07/2012,
Tobacco dependence -1.5ppd-,
hypertension,

Schzoaffective

disorder,

C. PRODUCT AVAILABILITY
Product Available tor Evaluation? (Do nof send product to FDA)

¥ no i Returned 10 Manufaciurer on . I

‘a Yos . PO
(mmiodlyyyy;

R i
4. Date of this Report (mim/udyyyy) o . "L:"Mu? 9"? N
N 3 L ’
06/29/2012 w2 o [ Tves | ing ,AWV
o & Lot# o 7. Expuulmn‘bl‘le“ o i kv \ ﬂoesnl
2 ves Uine [ T npply
9 NDC & or Unique 1D

#1 [ 1]

1. Brand Name
acleancigarette.com

2. Common Davice Name

| Electropic nicotine delivery system -ENDS: o .
3. Manufacturer Name, City and State

acleancigarette.com

) 5 Opeuté;“;i Dcvu:!

4. Model # tot s
- i_§ Heatth Protessional
Catalog ¥ Expiration Date {mmddiyyyy) . .
J; Lay User/Patient
Serial # Other # [ Cther

6. M implanted. Give Date (mm/id/yyyy) 71t Explanted, Give Date (mmidiyyyy)

8. |: this 2 Single-use Device thl-i ﬁn Repro‘co;s;a»d snd Reusod on a Pnlﬁn!?

j Yas []_i No

9. n V“ 10 tem No 8 Enter Nnme nnd Addmss of Rsprucauov )

F. OTHER {CONCOMITANT) MEDICAL PRODUCTS
Proguct names and therapy dates (exclude rparment of event)

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

2. Health Pr al? |3, Occup 4. Also Reparted ta:
) ves { | no | Pharmacist | Manutaciue:
5. H you do NOT want your iden! i | user Faciry
to the manufacturer, place an "X m this box: ' | .’ I Distrputonlmpores

FORM FDA 3500 (8/05)

Submission of a report does not constitute an

that medical per: { or the product caused or contributed to the event.




mepWArcH

For VOLUNTARY tcporting by health professionals of adverse events and product problems
Internet Submission - Page 2

B5. Describe event or problem continued

L. Chest 2012;141-4-:1110-113-. The distribitor also admitted that an undisclosed number of
clients had reported "allergic reactions® -no details- to the product.

Mail to: MEDWATCH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



mepWATcH

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 4

medical conditions continued

B7. Other relevant history, including preexisti

hyperlipidemia, Barrett's Esophagitis, GERD, Diabetes, type 2, Obesity, Chronic lower back
pain.

Mail to: MEDWATCH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



U8, Department ot Health and Human Serviees C] ‘ Form Approved: OMB No. 0910-0291, Expres 103108
See OMB slalement on reverse.

For VOLUNTARY reporting of

M E D WA rc H adverse events, product problems and

product use errors
Y Submission - Page 1 L

The FDA Safety information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

0. SUSP=CT PRODUCT(S)

1. Patient identifias 2. Age at Tima of Event, or 1. Nams, Strength, Manufscturer (/ rodue! h .
®)(6) Date of Birth: 170 b Premium Electronic Lt t g Premium
' o *icigarette e e
n contidence “
PROBLEM OR ERROR
?. Dose or Amount Frequency Route
Chack all that apply -
v l'“ Y H4-s Cart_-daily } imh 1 !
. L/I Adverss Event | | Product Problem (e.g. defactsimafiuncrions| b
{1 Product Use Errar [ problom with Ditferer Manutscturer of Same Medicine o [ } [ } I }
7. Quicomeos Attributed to Adverse Event ‘ - - - T
{Check alt that apply) 3. Dates of Use(if uninown, gve duration) fromAo jor |5 Event Abatad After Use
. o best astimatly; o] Red d?
171 peatp {1 Disability or Permanent Damage s 4 pped or Dose Doast
T 01 0373172012 __ 05/29/2012 (et [ ives | Ino W) Abory
{7} Lite-nreatening { ] Conganital Ancmaly/Birth Detect
. . - [ Doesnt
[ ] +ospanzation - mival or proonges ] Uther Serious {mponant Medicat Evants) i oz : w2 {dves {Ino | Awyn
{ "} Required Intervention 1o Prevent Permanent impairmenyDamage (Devices) ¢ D‘.'rgta‘o‘ézanmmgm finacatan! B gW"' Reappeared Afier
. - e eintroduction?
3. Oate of Event (mmddryyyy; 4. Date of this Report (mmvodyyyy) b . {‘ v i'_ N V] Daesn‘!
05/25/2012 07/03/2012 2 . Y8S | Ne W,
5. Dexcribe Evnn( Prablem or Product Use Error 6 Lot# 7. Expiration Date ) ¥ ,] Yes i_..} No [} Doasn't
In an attempt to stop smoking cigarettes I ¢t No Lot #s posty ) 9 NDC ¥ or Uinique 1D
decided to use the electronic cigarette. I .2 none

bad surgery scheduled on April 9, 2012 for
placement of two stents as part of
preventative care associated with a heart

E. SUSPECT MEDICAL DEVICE
1. Brand Name

iti : ; _Premium -

c‘:ondltlon: Knowing how sar:llous my condition 3 Comman Device Name

is, I s.:lecxded to start my cigarette Elactzoic Cigaxatte and Cartridges

cessation one week before the surgery. On 3. Manutscturer Nams, City and State

or about March 31st, I purchased a Premium Premium - No location info on product telephone number
& g e-gl listed a5 866-242-9210 7 o .
3 { 4. Mode! ¥ Lot # 5. Operator of Device
starting out with 16 mg menthol flavor. None listed [] Healn Protessional
Almost immediately, because I could smoke GCatslog # Expiration Date (mmvddlyyyy) [ Lay Usermpavent
e-cigarettes in places where I cannot smoke .

regular cigarettes and believing that they Sarial # Other # [} omer

were not harmful S —

6. if Implanted, Give Date /mm/ddyyyy) 1. ff Explanted, Give Date /mm/odiyyy)

8. is Ihis & Single-use Device that was Reprocessed and Reused on » Patient?

U Yas m No .

9. if Yas to ftem No. 8, Enter Name and Address of Reprocessor

5. Relevart Toste/Laboratory Data, including Dates

See section 5

F. OTHER (CONCOMIT EDICAL PRODUCTS
Product names and therapy dates (exclude freatment of event)

1 Othm Rolov:m Nmnvy, Includmg Preaxis o C fegq. ot
race, prognancy, smoking and aicohal use uvar/k/rmay ploblms ofc. )

See section 5 1. Name and Address

C. PRODUCT AVAILABILITY 2. Heaith Prot 1? 13. Dccupati 4. Also Reported
Product Avaitable tor Evaluation? (130 nof send product 1o FDA) ives Wiwe Congumer /Non-Health ] Manutaciurer
WMivas T inoe [} Rewmed to Manutacirer on 5. # you do NOT want your identity disclosed o ] user Faciny
(mavddiyyyyi 10 the manufacturer, place an *X* in this box: [] i J DistiputorArmponter

FORM FDA 3500 (8/05)  Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the avent.



mepWATCH

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission -~ Page 2

B5. Describe event or problem continued

to my health -based on advertisements-, I constantly smoked - about 4-5 cartridges per day. As
planned on 4/9/12, 1 had the surgery; however additional stents were not placed because my
surgeon determined that the affected arteries were not significantly blocked. I continued with
smoking the e-cigarette including the night of the surgery. Immediately after the medical
procedure I experienced a severe rash on my inner thigh of both legs and severe joint paint.
Due to the timing of the surgery, I attributed these new symptoms to after-affects. Over the
next couple of months, I continued to smoke the e-cigarette decreasing my intake from 16 mg, to
11 mg, and finally to émg while continuing the amount of cartridges of 4-5 per day. -I
typically purchased these cartridges directly from www.premiumecigarette.com/.- During this
time, my joint pain increased to the point of debilitation. The pain was excruciating and I
could barely walk. It was so bad each day I that I thought it could not get any worse, yet
somehow it did. My family doctor referred me to an orthopedic doctor and prescribed me
ibuprofen - which provided some relief, but not nearly enough. Tests were ordered.
-Thankfully, my test results for arthritis and cancer were negative.- At about this time, I
found information over the internet to suggest that other people using the e-cigarette had
experienced similar symptoms of joint pain. I immediately stopped smoking the e-cigarette and
started to feel somewhat better. Basically, the escalating aspect ceased - in other words, it
never got any worse. However, still the pain has been lingering. Even before reading the 2009
FDA press release -just read that today in search of somewhere to report this information-, T
figured I was suffering the effects of chemical poisoning. The orthopedic specialist advised
if my pain was based on toxicity, it would take approximately 3 months for expulsion. When I
called my family doctor to determine if there is a way to hasten removal of the toxins in my
system, he recommended purchasing a liver detoxification kit which I started last week.
Hopefully, it will work. Just this past weekend I developed a rash on my arms similar to the
one that had been on my inner thighs - do I dare hope that this is a sign that the toxins are
departing? If there is an antidote to the type of poisoning that the e-cigarettes inflict on
the body that the FDA is aware of, I welcome that you contact me with the information so it can
be passed onto my medical personnel.

Mail to: MEDWATCH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



cre

For VOLUNTARY reporting of

M E D WA rc " adverse evenits, product problems and Trage unil

product use errors sequance #
The FDA Satety Intormation and Internet Submission - Page 1
Adverse Event Reporting Program

A. PATIENT INFORMATION

Forem Approved: OME No_ 0910-0281, bxpras 10/31/08

LS. Departmant of Healh and Suman Senices
See OMB statemant on reverse.

D. SUSPECT PRODUCT(S)

t. Patient identifier |2. Age at Time of Event, or 1. Name, Strength, Marufacturer (t‘fmgocmci tabel) .
Unspecified Date of Birth: VZ Cigs Electromig Sedium V2 Cigs
- ¥cigarette e e e
In conhidence —_— o
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
2. Dose or Amount Frequency Rotute
Check all that apply S S U
V: Adverse Event '] Product Problem (o g.. defecisimaltunctions; i [ I l' ! [&‘cc'l ]
¥ Praduct Use Error of | Problem with Different Manutacturer of Same Medici @ | l I g l
)_Omcome: Attnbuted to Adverse Event ) : o
(Check all thut apply) 3. Dates of Use(! unknown, give duralion; fomAo (or | 5. Event Abated After Use
- best estimate) Stopped or Dose Reduced?
o] Deatn o y ot b 1 Damag " f f Dogsnt
TRiaaYyYY) sy 0671072032 06/17/2012 |w ¥lves | |no [_«}AWY
/] tife-mreatening Iy} Congenital Anomaty/Birh Detect e X
" e £ Deesn
il Hosprtatzanon - mital or prolonged |¥] Urner Serious (mpontant Medical Events) 2 Bty #2 1 Jves Ine [ M},\w.y
[} Required Intervention 1o Prevent Permanant imoairmentTamage (Devices) ¢ Diagnosia or Rosgon for Usc findication) 8. Evont Roappoarad After
. e e Reintroduction?
3. Date of Event (mm/ddyyyy) 4. Date of this Rapont (mm/ddlyyy) bl S by l' QI" /) Doesm
[ Yes | :
06/17/2012 07/07/2012 5 VoA ves Line W ORH
5 MD‘e;;cribbe ‘Evan!. Pra;:;am ;r ondum ‘Uu. Error o 6. Lot# 7. Elpitaii;;\‘blle 1
After using an e?cigarette from the brand v2 w1 0 ~ [o noC ¥ or Unique 1D :
Cigs., an recent incident sent me to the 2
emergency room. While I have been using

e-cigarettes for a while, it is the first

time something like this happened. T "3;‘"3;";“”

recently decided to try the V2 Cigs because 5 c“mimwm

of their popularity. However, upon starting | _Electronic Cigaretts

to use the product, T notice that the 3. Marutacturer Name, City and State

nicotine cartridges appeared to be V2 Cigs

overheating. I aswitched with other ; -

cartridges of from the same V2 brand but 4. Model # Loté 5. Operator of Device

each time, they overheated very quickly I e et H EHeannProlesssonal

after just a few puffs. After a couple of Catalog # Expiration Date (mm/ddyyyy) F7T L sy UsariPatiant

i Lay User/Pahe

days of using the brand, I started feeling e

unwell, nauseated and rashes appeared on my Serial # Other # i Ctmer

chest. Finally, on June 17th, I
6. If implanied, Give Date (mm/ddyyyy) § 7 It Explanted, Give Dste (mmadiyyyy)

8. Is thix a Single-uge Device that was Ré&o«:med and Reused on a Patiemt?

L_“D ves [/} No

2. R Yes to temn No. 8, Erter Name lndV Addrau ol Rspmmsor

€ Rélevam Testsl‘l‘.nboritow“ﬁat‘a‘ lnAduﬂmg Dates

Finally, on June 17th, I started vomiting
violently for several hours and I decided to

go to the emergency room because I felt so
unwell I started getting concerned. While F. OTHER {CONCOMITANT) MEDICAL PRODUCTS
the doctors did not initially find anything Product names and therapy dates (exciude treatment of event)

life-threatening at the time, everything V2 Ciga, Nicotine replacement
seemed to indicate either food poisoning

7 Olm_-r Relevml hmory Ghuding F sting Medi al Cor e.g., aktergies.
act, PIegrBICY. SMOkINg dndaloo!vo}usn bvc:'krdney probiems, elc.)

Nore
C. PRODUCT AVAILABILITY 2. Heatlh Pr 7 {3. Occ 4. Also Reported to:
Product Available for Evaluation? (1o not send proguct fo FDA) Tves Flne Consumer /Non-Health V' Manvtaciures
¥ : i ity disclo Y | User Facait
'/,; ves | | ne | ] Returned to Marmtactlurer on 5. 1 you do NOT want your identity disciosed co r{; T ey
) fromadiyyyy) To the manutacturer, place 2n “X" in this box: 4 V' | Distrioatertmporter

FORM FDA 3500 (B/05)  submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



mepWATCH

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 2

B5. Describe event or problem continued

started vomiting violently for several hours and I decided to go to the emergency room because
I felt so unwell I started getting concerned. While the doctors did not initially find anything
life-threatening at the time, everything seemed to indicate either food poisoning or an
allergy. It wasn't until they received the results of the blood work that they were able to
make a final diagnosis. They concluded, based on the test results that I my body was reacting
to the absorption of a rather significant quantity of nicotine. It was assume that the
cartridges were probably leaking some of their liquid substance which I appeared to have
ingested unknowingly. More puzzling, doctors also discovered traces of diethylcne glycol in my
blood. While they asked me if I had been in contact with any household chemicals or other
products, they could not exactly conclude as to how I had been contaminated by that substance.
They explained that I was likely the reason for my vomiting and that additional test were
needed to see if any organs such as my liver or kidneys had been damaged. However, doctors
believe that everything scems to peoint towards the use of the electronic cigarette. I have
decided to sue the company based on the advice of the doctors who believe the product may be a
health risk to others. While 1 am still waiting on the results of other tests conducted after
the incident, the cost of my medical bills has escalated and the use of the product may have
seriously compromised my health. I am providing you with this information in the hope that you
conduct an investigation on your end so other customers do not find themselves in the same
situation as me.

Mail to: MEDWATCH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



MmepWATcH

For VOLUNTARY reporting by health professionals of adverse events and product problems

Internet Submission - Page 3
B6. Relevant tests/laboratory data, including dates continued

or an allergy. It wasn't until they received the results of the blood work that they were
able to make a final diagnosis. They concluded, based on the test results that I my body was
reacting to the absorption of a rather significant quantity of nicotine. It was assume that the
cartridges were probably leaking some of their liquid substance which I appeared to have
ingested unknowingly. More puzzling, doctors also discovered traces of diethylene glycol in my
blood. While they asked me if I had been in contact with any household chemicals or other
products, they could not exactly conclude as to how I had been contaminated by that substance.
They explained that It was likely the reason for my vomiting and that additional test were
needed to see if any organs such as my liver or kidneys had been damaged. However, doctors
believe that everything secems to point towards the use of the electronic cigarette.

Mail to: MEDWATCH or FAX to:
5600 Fishers t ane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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take to control my heart rare, which was never an issve before. And I have naver bean sick or
111 and felt juat fine; until guddenly taken ill after use of Njoy. The wmadica)l staff said
that inhaling water vapors is what rapidly ceused my lungs to fill with fluids and thus threw
we into Pneumonia and then congeetive heart failura. Since that time I have not been the same
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regarding this issue. I know that the FDA is attemptifig to regulate the industry and ic
should.; had I knew the dangers I would have mever purchased the product. Sincerely,
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aicotine per cigarette and the owner's
manual gtated that sack drop of "liquid
nictotine or julce es tha zmfer te it.*
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Descnbe cvert or problem continad

The warning clearly states do not us if atomizer is not functioning properly due to riek of
rpdiation peisoning. I am not an engineer or a scientist 50 1 would not know if it was or wag
not working properly. My wife atated to mé that my positive upbeat energy wag non-existent
while using the product.

1 even becawe depressed ap a result of thie product. I think the FDA
should monitor this product and run their own tests before allowing this product to be s0ld on
shelves.
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35, Doocr be cuentor problom onting =a

seen by opthamologist ) {6) and diagnosed with L4 PS cataract and was deewmed legally
blind in hie right eye. Patient will raquire Lens replacement surgery in that eye Lo correct
this problem-which has been scheduled for 10/26/2010. The only tactor that changed in
patients life during the tims frame of aggreesive cavaract development was the switch from
smoking to the use of electronic cigarette product.
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clectronic cigarstte and used that everyday with ao
vislble side effecte. The aight of 11/6/10, went to
bed 3:30 pm, wife checked of N 4t 10pw and he was
fine. UDife wont to hed at 11:30 and noticed he was

“umbling something. 7Turned or light end found by
staring a4t celling saying *I'll be alright in a
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e 3 of

minute” Wife and daughter asked him if he was in pain, etc. while the wife called 911. Omce on the
line with 911, his whole body started to tremble and shake and sound like he was swallewing his toague.
He was using an oxygen concentrator at night and wife made sure that stayed in bis nostrils during the
*seizury”. 'His eyes remained cpan during the evant. Once the paramsdics arrived, “aeizuxe™ was over
but they rushed him to the nearest ER, put on ventilator and his BP was vo low they couldn’t take blood
samples, 80 had to give him meds to raise BPP. ER staff said CAT scan showed no sign of atroke.
Neurologist did spinal tap--results clear. BEEG showed brain activity but "slow”. MRI was clear. They
decided that he must have aspirated scmething into his lungs while laying down. He was talking to use
prior to the trembling! He was ICU for 10+ dayy and once off the ventilator, he could not talk, eat or
awallow. HNe knew who we were and a feeding tube inserted. After several days gwallow Lest showed bhe
could now eat soft foods and eventually began tu talk and eat normal food. Memory was the problem. He
had lost 20 years at times but we figured it was due to being in ICU for 30 long. AT this time he is
now in a skilled nuzsing facility/yehed, still having memory problems and may end up being in a nursing
home long term because he is considered a safety risk since he cannot walk with the aid of a walker
['yer. " His 19 & mail WRO wi@d Totally akbulatory and active until 11/6. The only difference: betwoen -being
discharged snd the "seizure™ was the e-cig-~~had we Kknown there were jide effects, he wouldn’t have

a2
3.6. Rulovand Tostailabaratary Duta, inciuding Detes (contined)
11/7 CAT scan, Ipinal tep, BEG, MRI
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Heart sttack 1967, another heart attack October 2010 due to pneumonia. Slight stroke 15 years ago only
had weak left hand, no other problems. Smoked tor 60 years. He is a white male, 74 years ot age,
retired due to heart condition, being treated for COFD, heart disease prior to 11/6. Smoked 1 pack of
tiltered cigarettes per day.

. od e e meme e -
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cCinPI:

pt States sx startad soon afler using electronic cigarretta (‘()

. )

He prasented with cough. It is locatad in the hung. ItIs described as constant and worsening @ night. The sympiom
started 1 weeks ago. Associated signs and symptoms include chills at thmas, dyspnea at times, sputum production
and wheezing.

in addition. he prasanted with chest cangestion. It is described as constant and painful. The symptam startaa 1
weeks ago. Associated signs and symptoms include sputum production,

Current Medication:
Claritin-D 12 Hour § mg-120 mg Tab, 1 Tablet(s), PO, BID and for a total of 30.

Promathazine-OM 6.25 mg-15 mg/S miL Syrup, 1 Teaspoon(s), PO, Q6-h PRN, for a total of 5 62 and *~ PRN
cough/congestion ***,

Amoxicilin 500 mg Cap. 1 Capsule(s), PO. Q 8HR, 7 days, for a total of 21, start on July 26, 2008 and end on August
01, 2009,

Proventii HFA 90 meg/Actuation Aeroso! inhaler, 2 Puff(s), INH, Q4-6h PRN and for a totalof 1.
Momphine (Bulk) Misc and Mise (Nen-Drug: Combo Route).

Review of History
1 reviewed the medical, medication and drug aergy histories.

ROS:

Congtitutional’ The patiant denied faver,
- The patiant denied ctalgia and sore throat,

Respiratory: The petient complainad of clgarette smuoking and cough but danied asthma,
aata collected on 07/26/2008 10:11.33 AM by (b) {B)
waight Is 228 pounds tlothad

RECEIVED

body mass Index is 34.66 Kg/m2
temperature is 93.80F tympank JUL 27 ng

;iogr:, :te 15 18 braaths per minute quist
100 id
[}%‘m (roomar MEDWATCH CTU

biood pressure at Laft Amn while Sitting is 120/70 mmHg

k.28 il
- Qaneral appeamrice. well nourished, well developed, in no acute distress,
Ears/Noge/Throat: otogcople exam, overall: extsma) auditory canalis clear and tympanic mermbranes clear, ang,
overall: eral mucosa clear mobile tongus benign, tonsils benign, oropharyngeal mucesa

clear and no masses,

- usouation, isft iower iung field: rhonchi (slight) and right lower lung field: rhonchi (stight); and,
i . NO retractions and normel rete.

mspiratery effort/thythm
Candlovascular: auscuitation af haar, rste: ragular rate.

ox: D S S
JuL 2 2009
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{UC) - C - URGENT CARE
(4660} - C - ACUTE BRONCHITIS
Rx:
pt states she can take phenarganipromethazine cough syrup

Amoxicillin 500 mg Cap, | Capsule(s), PO, Q 8HR, 7 days, for a total of 21, start on July 26, 2009 and end on
August 01, 2009.

Promethazine-DM 6.25 mg-15 mg/5 mL Syrup, 1 Teaspaon(s), PO, Q8-nh PRN, far a total of § 02 and “** PRN
cough/congestion ***,

Proventl HFA 90 mecg/Actuation Aerosol inheler, 2 Puff(s), INM, Q4-6h PRN and for a total of 1.
Services Perfarmad:
{99203) URGENT CARE VISIT-NEW

(94760) MEASURE BLOOD OXYGEN LEVEL (pre 87%, post 99%)
(94540) AIRWAY (NHALATION TREATMENT (xopenax 1,25)

Plan:
A raturn visit is indicated in 2 days if symp persist. He was advised to be on a Regular diet.

Man Comment
Quit smaking, discontinue elactronic cigamrette, rewstAluids

(0]

DSS

JUL 28 2003

hutp:/Nocal:59/WebBrowser/Prm. WebBrowser. DynamicHimIPage aspx?Key=7da57¢52-77... 7/26/2009
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materials™ I vigited the head loocation and
saw materials being shipped 1o frocm China
for upe in the preduck and ths svcigurette
had ochecmica] taste to it and
malfuunctioned. This can be a serious hsalth

1 MenaSputurer Mame, CRy v Siew
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this product. PDA needs to iluvestigate ABAP
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quality control over the e-liquids. I'm just opposed to such a stzong etatement baeed on such
little real evidence.
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atopping smoking., When using the device I
would bevoma very dizzy to the point that I
would have to sit down. I have also
starting having a very high whita blood
count that nc one can find n reason for.
Alac afeer stopping the wse of the product ¥
hava had A Ccontinuad cough. 7T faal thame -
ure all probleae csused by the product,
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01/04/2008 97/23/200% " " Ove Ol 720w
8. Describe Evaat, Protleny or Proguct Use Brror am1 7. Gxplrstion Dess n Dva DM Dm«
I bought the e-cigeretta for the purposs of a | "

B HDC § or Uinigee 10

6. Madel § Late | S Opamies ol Devios
Cainiag ¢ Espirsdon Dawy D

E\Lﬂm 81/01/2009 B oy Uremrmrsons
Sertat 9 Other ¢ Town

& ¥ fmplanmad, Give Dane [mvidyyyy)

7. # Bypignted, Give Date (mntisbyyy)

Cve @ne

8. 18 thin & Sinploase Ouvice that was Regrosusied end Reussd on & Prtient?

CPRGOUCT AYAILAGILIT Y
Praviurt Avellable tov Eveluion? v Nl sendt prochact o PDA)

Dvea Owo
T B

O Returmad to Maneciurer on:

9. IVubth..l.!nulhmu\thmtlhpmm

Ove Pike {Armtosscestor 3 Mamsamurer
B Hyou 4o NOT went pour identhy Sisclonnd Duwhuu
YO Be munufucturas, place s X inMmbox: ] L) cenmssmmpense

FORM FDA 3500 (3/05) mammmumq—m-mnmnmmummmm

CAUSNd of cuntriduted to the avent,

86/14



84/05/2011 81:46 18003328178 MED WATCH PAGE 97/14

- CDKH

: OMB Na. 0510-0291, Explras: 103108

U.5. Deparimert of Hagith arx! Murman Sarvioes . e e =
T dnl Safel TARY reporting of .- See OB smersent on reverme.
L il“ “l 1| =y 7
: 4 13-1"“‘. . . N

A PATIENT INFORUATICTH

o m -
Dess of Barw:
27 Y
ADVERSE FVELT PRONDUCT FROOLE 1 GR BAROR = /
3 o AOUR Frequency o

1. aowee Bvemt (] Prodect Pr feg. j [_ e ‘ [ ) | l l

(3 promunt tsee Brver 7] Pradiorn with Differan: biw o Some logiain l | [ 1 ]
2. Outoumas Afrbumd s Adverwe Bvent

(Chock o s apply) a—-du-’rmwmwm;u 8. Evorn Abatod At Use

[ oo ] Dtestity or Panreners Dumage -t .E’"a:n":'?‘c? ,

- 1 Y

3 usetvesonins [ Canganian) Anamar/em Dasec L o T agpiy

5 Mowbutzpsion - el o7 prolonged [ ] Other Bariaue (rmparaem Medical Ever) @ - o2 [Jvea Tine Dm’“

[T noquisa ink dan 1o Praven Parmanen! impaierne AV0AMAY0 (Daviced) Plagnasis or Resson bor Use (indiamion) 8. Svert Paappaarm A
3. Oae of Ever (svevityyyy) 4. Daee o1 ehie Pepon (mmdidhyy) " Raireosuction? Doeet

67/23/200 07/23/1009 1 e o Ove v :]Apply

6. Deacria Event, Probiem of Produst Uss Emor ‘ & Love 7. Expiretion Dale 2 [Jves CIne Dﬁ:"“
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cigarettes are banned and resgular tobedso tatally wicked eliquid

cigarettan axs atill allowed to be sold it
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B-cigurcttes are being smokud iz areas where
smoking of cigersttes is prohibited by state
law, without coasiderstion for the health of
nongmokores. I am awars that FDA has
discovered TENAs, glycols, and nicotine in .
the B-liquid of thase desvices. I would like
te cutline a research program to investigats
the cleims that B-cigurettes can be smoked
anywhara. It is obvious that
B-cigarettes omit an seromol when puffed.
Aesogol in tha outdoor aix -PMZ.5- is a
ragulated air pollutant with neo knowm
threshicld for acute and chrogic effects on
the cardiovascular system. It may also
contain ultrafine particles, and does
contain VOCs of various
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gorts, including nicotine, vhich is a known toxin. It ie also xnown that air pollution affects
pecple differently depending upon their health’ status and senaitivity. The hypothesis being
advanced by proponents is that there are no acute or chromic health effects or air pollutien
impacts if chese devices are used in currently amoke-free areas. S0 a research program
would starc by collecting multiple samples of each of the 2 dozen or eo brande currently being
marketed and analyzing the E-liquids in them. Next, multiple tests would be run on the devices
whan they are smoked under centrolled circumstances in an experimental chamber to determine
emission facrorg for each of the components of roxicological interest, including carcinogenic
potency. In this mapner, the standard mass-balance model can be uged to predict their
concentrations in occupied spaces. Next, panels of healthy nonsmokere and genaitive nonsmokers
would be employed to test the odor. irrvitation, and cardiorespiratory impacte ot exposure Lo
B-Ccigarette vapor, using standurd butanol wheel, eye-blink, pulmonary function, and heart rate
variability teats. This would allow public policy to be basad on science. rather than
speculation. 0f course, such studies would imvelve mulri-million dollar research grante
and multidisciplinary researchers involved. Then the peer-reviewed and 4ournal-published data
would Be reviewed by impartial expezt panels of national and international agencies. I submit
chat this would be the incelligenc way to wake a publie health policy decision invelving
exposurs of infante, children, elderly persaps, and those with cardiorespiratory condition® to
products of currently unknown composition and unknown interacticn with the hundreds of existing
air pollutants in indoor air.  Until thie i done, it ie only prudent to keep E-cigareties out
of smoke-free zones. { ) Gull e ; ; i

— I.
i AArcH

DSS

MAR 19 200

- - .
: MEDWATC or FAX 10!
et 5400 Fighare Lane 1-800F0A0170
Rockville, MD Z0852-8717 N
Submisaion of 8 wqumlmulmﬂu-hdmu medical pernonnel of the product ceusnd or contributad Lo the eve

LE/ST FOvd HOLlvm d3W 8.T0Z€€0081 GI:1Z T118Z/54/v0



84/086/2811 008:81 18803320178 MED WATCH PAGE 13/18

R e ‘Mﬁll Form Approved: OMB No. 0910-0291. Explrow 12/31/201
IW ., nmmm STl et
mwg:uset;rﬁ D Yn-num' q__q, u 3 12

o__ cmzf‘s

A PATIENT LEFORMATION 0 SUSPECT PREGDUC™SY

1. Nawws, Suangth, Msmstsctutrer orm produc? Jabel
waZ OmMciqr

=N SE EVENT, PEODUCT PROBLENM CRERRQOR 1'2 ryy r -
Check of #rat appy: y

AdwrseEvanc [ Product Prosiem jag. doectsmaunciions) ‘ " B__"l___ il ._._J ‘:_.j
Product Une Emor [ Probien wih Differant Munufacturer of Same Medicine ”[_—*—-N [ ] [

2. Quicames Alirited 1 Adverss Event

{Cneck wi tent eoply) anguuuﬁ(ﬂmwwmmmmm l.g:nmuu .
Dearr; Diaat ostmoo or Dose Reduced
O TSPy i Dusomy o s e 0SS, /0 n Pvea TJwe [JOoeen
P Lroaveemening 7 Congentint Anorramty/Beer Dalowt L Asply
[0 Mosphatzanon . it o orotongad ] Oar Saricus (rrgormens Madcl Bverss) ®m foe 1 CF oeﬂva. ™ DWM"
DW‘WMDMMPMWM(WN) wammhmmﬁ - A, Bunit Reapprmarns Ahar
3. Datw of Event rmmatyyy) T2, Dutn of this Repart (rrtiiiyyyr ey oo FCRE "“é";“":i":‘c b
"
nTRe BT — ScRhe
§. Dencrive Evern, Problem or Proguct Use Brrer 6. Lotd {7. Exniration o 2 Bve Jne D,\,,,,

HAD seo RELUMGEG S 1 = o 8 NBC 2 ox Uniqwe 10
AND Se¢RE TRen7

. SUSPECT MFDICAL DEVICE

z LFEER ) NTERNAT),
b4
g A 3. Manutacturer Name, Clity ahd Suate _0 \ﬁ
8 1S THiy ¢ e Roc 37k ELES AY  cAVA
-4 - . —n A Macei s $. Ocrttar of Devioa
ol AEAVE BRpcHER e S s | T o
BCa’ e pc et = e Comw
E 8 ¥ impientaa, Qive Data fmmGciayy) 7. ¥ Explantad, Give DeW /mmieiyyy)
: B wthiae s Dewice thet wis Roprocessed and Reused on ¢ Patem?

Cm 3

B. U You lo Rom No. 8, Entar Mame anid Addrass of Reprovessor

6. Rutevent TestsA.obomtory Date, inciuding Uates

RECEIVED

JAN 122011
MEDWATCH CTU

7. Omun-uvam nmmm ., alergten.
mmwwmmmm (Rﬂ

¥ OTHER (CONCOMITANT) MEDIC AL PRODUCTS
Praduct names ana tharaoy dates (ascune beatmant of even)

JAN 12 201

G. REFORTER
1. NOTR ond Acdrews

(See ction "N ries)

wtdentithily se

C. FRODIAT AVAJLARILITY ‘ 4. Aisa Raperwd 1o
Prosuct Avaimbie for Evaiustion (Do nol semd prede? 1 F04) O ves K’* ! BT ??LJJ ] Manctacturer
- User
ve TN Anborret . 8. 1 you o NOT werd your [detity decioesd 0 e racry
0l ve N m ™ Maructer on A o s wnuiscturer, place an *X° I0 e box: () [ ommuommponc:

mrvoan ERA 9 1e¢m O
< oN Betrmnticdinm nd  crrnt duna g ¢ Y thet rmadiag) oamsannel 67 the BrOGUCE CAUSd or Comeriasted to ths event.




/18
@4/p6/2011 08:81 16003320178 MED WATCH PAGE 18/1

ahalement on revene.

uo omawnmws-m /L LU H memoumm'wu‘mm
See OMB

- VOLUNTARY reporting
event, product problems umd
! II . IIII' product use errots (pQ
3 ssion - Page 1 TV

Y. NEme, Srengih. MEnVtohsrar (7om product b
»
) v
TRALRLE OB LRECS "
2.  DOto or Aot Proguancy Rous
1, 7] acverne e [ Proswct mrotieen (g, ovfecrmanumciong) ol H: ' JL |
(J Product e Emor (7] Srobies: with OMerens Menutachur of Serme Mectolm el 1C — }
2. Ovicomas Attribuld 1o Adversa Evwn
{Cacn 8 P! opty) 3.wum«lm.mm)hm(w 5. Event Absted A Une
[J Cean [ nisaniny or Permanen Damage Seopped or Duse Raducad?
B " - n Ovee ONe [ Doem
T Liw-wmalening [ Gangarae Anomen/Biih Defact Asgly
{2 Homaainatian - it ot pronged () Ot Serioun (Imporart wedkcal Eventa) hid -- 52 (Jvee One Dmv
(0 Raquinod inservanion o Prevers Parmngnent iImoarmenvDanage (Davioas) ¢ Olognsaia o fortise i ) €. Bvart Rutppusres ARt
1. Oste of Event (rmarivyyy) 4. Dot of thia Repors greosyyyy! ol Rervesuction?
08/14/2020 08/14/2010 . o Jvm G O0oet
& Dumcribe Event, Probiom or Product Uss Ervor . Lot s 7. Evpitation Dan 2 ve (n f-umm
I WANT TO REPORT ADVEBRSE EFFECTS OF B CIGS. " " AT
T WEMT OM LINE AND SLOGGED THRSR OVER AND

OVER AGAZN BEFORE Y TRIZD THEM. I SMOKED
THEW POR 2 MONTHS WEICHN @ THODGHT WAA BETTER
FOR ME THAN CIGS8. I WENT IN FOR ROUTINE
PHYSICAL AND DOCTOR ASKED WHEN I HMAD NAD A
BEART ATTACK I BAID NEVER. HE THAX HAD ME
DO A STRESS TEST. CAME OUT OR. RECENTLY EAD
BBLLS PALIY. THE NORAL I8 ALL TIMBE INTO
e DOCTOR MY RESTING HEART RATR WAS AT 40

BEATS A MINUTR. ALL THREE TIMEE, SINCE I « Wodel® ok 5. Dperswr of Device
STARTING RRAL CIG8 AGATN MY NEART BEATY IS (] weat Prossionst
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PHAT THR B CIG ARTIFICIALLY RENUCED MY HEART

RATE. ALSO WONDRR IF IT COULD HAVR Serinlt Oomers (J omec:
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Deosiribe evontor problee) contmued

CONTRIBUTED TO BELLS PALSY -NC WAY TC KNOW~-. THE OTHER THING HAPPENING WAS A CONSTANT LOOSE

BOWEL SYNDROME. I AM WRITING THIS BECAUSE THE BLOGS ON INTERNET MUQT ALL BE CONTRIVED BY THE B
CIG MANUFACUTURES BECASUE 1 COULD FIND NO ADVERSE EFFECTS ON LINE MAY CONTACT ME AT
IR : THANK YOU HOSPYTALIZTION WAS POR THE BELLS PALAY
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07/18/2010 07/29/3010 " » Ovee O T
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dizzy then atarted gweating badly. felt the sone

nead to go to sleep sarly and while in bad
gtarted to vomit.
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3. Manufscturar Neme, Gity snd Swie
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T t1amun Protagniona!

RECEIVED == S [
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Dss = OTHES CCOMNCOMIYANT RIS AL PROCPUCTS
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L 21 2

;mmw.mmmcm {0-g., sterples,
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smoking

T eIy 2. Mealn Prefeanionai? | 3. Ocoupation 4. Also Regurted to:
Preduct Avaiishie 101 Bvalustion? (Do ol 8648 DONKT 17 FDA) Clves JNo [ manumerare:
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U.8. Depanment of Health and Human Services

or VOLUNTARY reporting of

MED WA TCH adverse events, product problems and

product use errors
The FDA Safety information and Tnterngdt Submission - Page 1
Adverse Event Reporting Program /i

A. PATIENT INFORMATION D. SUSPECT PRODUCT(S)

1. Patient idertifier |2 Age at Time of Event, or 1. Neme, Strength, Manufacturer (lwmdm:f label}
Nata f Rirth: E-cigarette UKN
{BY{6) (b ﬁ} (3
In conlidence 52 Yearn 02
B. ADVERSE EVENT, PRODUCT PROBLEN OR ERROR
2 Dose or Amount Frequency Route
Chack alf that apply: 5
+ per day - ] l
s Z] Adverse Event m Product Problem (e.g., defecis/maifunclions) " Inpzox 2 cartriges i I po
[ product use Errar [ 7] problem with Ditierant Mar of $ame Medicl a2 L ] [ ¥ f J
2 ‘Outcomes Attributed to Adverse Event . -
(Check all that appiy) 3. Dates of Use(lf unknown, give duration} fromao {or |5, Event Abated After Use
bes! estimaie) S or Duse Roduced?
D Death {:] Disability or Permanent Damage b o .
Ty Y] g1 027017201 05/09/2011 [w1 [ lves [ Jmo []A““N
[ Lite-threatening ] conganital Aromaly/Birth Defect poly
Q Hospilakzation - iniliai or prolonged {7 omer serious (Imponant Medical Events) #2 —" 2 Llves [Tno U m’ﬂ
~~~~~ ; . ; a pi is or R for Use (Indication)
u Required Intervention to Prevent Fermanen! Impairment/Damage (Devices) ;moki:rg cess:{i::x aid 8. Event Reappearsd After
3 Date of Event fmmiddyyyy) 2. Date of thls Raport (mm/ddyyyy) N RES"““‘;‘%’" ] Deesn
05/04/2011 05/09/2011 a2 1 Ves | [No | Avoly
5. Describe Event, Praoblem or Product Use Error 6 Lot# 7. Expiration Date ¥ l,;‘ Yes U No [‘} Doesn
- ~ Apply
5 : 5 ukn
Use oi:' the e-cigarette and possible link to #1 3. NDC # or Unique 1D
pleurisy. Pt has been a 2+ pack a day " unk
cigarette smoker for the past 30 years. Pt "
decided to quit, and was using the E. SUSPECT MEDICAL DEVICE
e-cigarette thinking it was a safe "3)';""“’ Nama
alternative zmt'i a way to k'xelp quit smoking. o Comman Do i
Pt had been _using th? e-cigarette for about @-cigarette
3 months, without using any "real” 3. Manutacturer Name, City and State
cigarettes. Pt started to have sharp pains ukn
in chest for a couple of days when pt would
breath in and out. Pt went to my PCM and 4. Model ¢ [T 5. Operator ot Device
was dignosed with pleurisy and fluid in ukn 7 Health Prol
lungs. The e-cigarette uses water vapor. Catalog # Expiration Date (mm/ddiyyy) _
{Z‘; Lay User/Patien!
Sovial ¥ Other ¢ 1 other
6.1 , Givo Date ( Avyy) 7. I Explanted, Give Date (mm/ddryyyy) i

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

§. if Yes to tem No. 8, Enter Name a 5

6. Relevant Tesls/Laboratory Data, including Dates M AY I 1 20 "

MRI 05/04/2011

i IV A -
F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Protiuct names and therapy dates (axciude treatment of svent)

More

7. Other Relevant History, including Preexisting Medical Conditions (e. g, afergies,
1ace, pregnancy, smokmg and alcohol use, fiver/kidney protlems, elc.)

NKDA, White female, occasional alcohel use.
2+ pack a day smoker for past 30 years.
About 3 months ago gquit using "real®
cigarettes and started

C. PRODUCT AVAILABILITY 2. Henith Pr ' P . Also Reported to:
Product Avallable for Evaluation? (Do not send product to FOA) Kves [Jno ) Other Health 7] manutaciurer
[Mves ¥ino [ Rotumed o Mamisciurer on 5. i you do NOT want your ldentity disclosed [ User Facity
{mmiidyyyy] to the manutacturer, place an *X* in this box: b/} ] Distributortmportar

FORM FDA 3500 (8/05)  Submission of a report does not constitute an admission that medical personne! or the product caused or contributed to the event.
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using e-cigarette.

Other relevant history, including preexisting medical conditions continued

Internet Submission - Page 4

Mail to: MEDWATCH
5600 Fishers Lane
Rockville, MD 20852.8787

Submission of a report does not

AN ARSI N

or FAX to:
1-800-FDA-0178

constitute an admission that medical personnet or the product caused or contributed to the event.

LA P T gl R e S




U.S, Department of Health and Human Services Form Approved: OMB No, 08100281, Expires: 12/31/2011
F LUNTARY reporting of See OMB sialement on reverse,
MED WA TCH nts, product problems and ol FDA USE ONLY
y roduct use errors ge U =
The FDA Safety Information and g A% o G/
Adverse Event Reporting Program 4 Pagelo

A. PATIENT INFORMATION 2. Dose or Amount Frequency Route
Pat tifier | 2, Age at Time o W #
Date of Birth:
51 Female 102, "
[ Male or 464 -

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR 3. Dates of Use (If unknown, give duration) fromfo | 5. Event Abated After Use
Check all that apply: for best estimate) Stopped or Dose Reduced?
Doesn'
1.[] Adverse Event  [7] Product Problem (e.g., defects/malfunctions) :; 10/08/2010 # [Jves [INo [7]Qoesnt
i 10 20140 2
[ Product Use Error [_] Problem with Different Manufacturer of Seme Medicine 10/13/201 . % CJves [No []0oest
2 Outcomes Atiributed to Adverse Event 4. Diagnosis or Reason for Use (Indication) Apply
(Check all that appiy) # 8 Eventg::gﬂpea;ed After
&l n
DDeam: DDnabimyaPcmnemDmnge nt % DossnY
Vo) B #1 [Jves [Ino “ppf;‘
[ Lire-threatening [[] Congenital Anomaly/Birth Defect 'o
't
[] Hospitakzation - initial or proloniged ] Other Sericus (Impontant Medical Events) | (6. Lot # 7-’ Expiration Date #2 [ves [I%e ASSJ
D Required Intervention to Prevent Permanent impelment/Damage (Devices) " * €. NDC # or Unique 10
3. Date of Event (mm/ddyyyy) 4. Date of this Report (mm/dd/yyyy)
10/02/2010 E. SUSPECT MEDICAL DEVICE
5. Describe Event, Problem or Product Use Error 1. Brarcd Nome
1 read an article on line about how to quit smoking Directecig.com
with an electronic cigarette. In this article the
writer explained how she guit and how good she felt 2. Common Device Name
smoking this e-cig. There was a link to buy one for e-cig

shipping costs, only $4.85. You got a months supply
with the order, to try it. I clicked on ;ne link that 3 Manutact Name, City and State
took me to an order now page at Directecig.com. There
was edvertising on this page to buy other flavers and
herbs but other than that, it was fill out your info

pirectecig.com 2338 immokalee rd. #419
naples, florida 34110-1445

and we'l)l send it to you. I received my ecig around s - o —_—
ct.B but couldn't use it until I charged it. T had to |[|% Model# F Ex._ % te@R §F 3 4 ] 5. Operator of Device
mes$ with the battery and charger for 20 minutes to DHoalm Professional
get it to start charging every time I tried. A1eydls 3O amae
Catalog # "~ | ExpifationDate (mm/ddyyyy)| [7] Lay User/Patient
7 i ik 45 [ other
- QL ¥ i (Pl el o N ? 3
6. Relevant Tests/Laboratory Data, Including Dates Senal# . L. U || Othergsi] L -

PLEASE TYPE OR USE BLACK INK

6. If implanted, Give Date (mm/ddYyyyy) |7 If Explanted, Give Date {mm/dd/yyy)

8. Is this & Single-use Device that was Reprocessed and Reused on a Patient?
[ Yes [F]No
8. If Yes to item No. &, Enter Name and Address of Reprocessor

7. Other Relevant History, Including Preexis Medical Conditions (e.g.,
alergies, race, pragnancy, smaking and a use, liverkidney problems, elc.)

L have: bown ¢ Emaker faE Q0T YALE, F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exclude traatment of event)

G. REPORTER (See confidentiality section on back)

1. Name and Address
C. PRODUCT AVAILABILITY Name: TR @)(5)
b = AN e

Product Available for Evaluation? (0o net send product fo FDA) Addrosl
7] Yes [JNo [T Retumed to Manufacturer on:

SO (L7 77—

D. SUSPECT PRODUCT{(S)

1. Name, Strength, Manufacturer (from product labe!) E-mail
#1 Neme: pirectecig.com L
Strength: 16mg
Manufacturer: Di rectecig.com 2. Health Professional?| 3. Occupation 4 Also Reported to:
22 Name: [ yes [FInNe INon-Healthcare Professional [] Manutacturar
Strength: 5. 1f you do NOT want your identity disciosed [J Use Faciity
to the manufacturer, place sn X" in this box: [ | [] Distributorimporter

Manufacturer:

R S BEAN A A VR et ol D ket lrvas e SO HINIG DN S s T - . avoassd bens sirran e h ru ivm =




U_S. Department of Health and Human Services (CONTINUATION PAGE) (/L 3 5 %é)/

For VOLUNTARY reporting of
MEDWATCH advers events and prodct problems
The FDA Safety Information and
Adverse Event Reporting Program Page3of3

8.5 Describe Event or Problem (continuad)

After charging it, I put the nicotine "filter" on the end. There's no taste to this. Only an after
taste that lingered for hours. The article said that the ecig looked, tasted and satisfied your craving
just like a real cigarette without all the harmful chemicals. At first I thought I just needed to get
used to it being different, but I asked my adult son to try it and he had no idea it was supposed to be
menthol and told me several hours later he still had the after taste, I was still craving a real
cigarette and bought some. RAnd smoking them didn't really cover the taste from the ecig, I got sco
frustrated with it, I put it in the recycling. On Oct. 20th, I received an email from directecig
saying my order was shipped and the cost was $99.95. I emailed right away and told them I didn't order
anything. That's when they informed me that I had signed up for some sort club and that they were going
to ship me more cartridges every month., In the course of emails that followed, they sent me a copy of
their terms and conditions page that I was unaware of. 1 immediately opted out on line when I found it.
I locked at my bank account on line and there was a hold for $99.93 on my account which disappeared,
then reappeared the following monday. I tried to track the fedex number they sent me with invalid
coming up. I got a package by usps and sent it back. I filed a complaint with the BBB in which I said
this tasted tainted (my first realization). That's when I fished the ecig out of the recycling (the
battery makes it harder to recycle it) and came to your website. If you would like to look into chis,‘i

8.6, Rolevant Testa/Laboratory Data, Including Dates (continued)

B.7. Other Relevant History, Including Preexisting Medical Conditions (2.¢. aforpies. /ace, pregnancy. Smoking and siconol use, hepaticirenal dysfunction, sic.) {continued)

F. Concomitant Medical Products and Therapy Dates (Exciude freatment of event) (continued)




U 5. Dapartmant of Moalih and Muman Services Farn Acproves OME No. 06102281, Expires 103008
P "t . See OME statement on rev
For VOLUNTARY reporting of e

FDA USE ONL)
MED WATCH adverse events, product problems and e LSl

product use errors
The FDA Safety Information and Internet Submission - Page 1
Adverse Event Reporting Program
A. PATIENT INFORMATION
1. Pationt identifier |2, Age at Time of Event, or 1 Sox
n 7] Femaia

In conlidence '—?WCIQ -on battery-

1. Name, Strength, Manufacturer /lrom produc! (ebol)
E-Cigarette
]

2 Dose or Amount Froquenc Aoute
Chack wh that soply —— ‘P :
. | f
1V AsverseEvent /| Product Problem (e . defects matinctions) il | | |
Product Use Error || Protiem with Different Manut of Same 14 w2l | [ I il
2 Outcomes Atouted 1o Adverse Event —— ] be-
(Creck o mat appty) 3 Dates of Use/ /¥ Loknown. Sve dunklon) fomto for 15 Event Absted After Use
- po— bex! pstimake) s d or Doso A av
L] Doatiy || Dwabiiny or Pemanent Damage r— - 1 Doaan
= [ od YY) o 0970172008 0372372011  [wy [Jves ¥no | ooy
[ Lo thromening (] Gonganitat Anomary/Birin Dafect — el
[ Mospstahzation - initist oc geolonged || ©ther Banaus (important Medical Events) L2 2 [Jves [Ine [] m:m
[] Pequired Intorvantion fo Pravant Permanont impalment/Damage (Devicas) % Dhpnonte or, Aasson hor Uss (ndeasory {4 Event Reappensred After
T troduction?
3 Date of fvent (mm/adyyyy) 4 Dato of this Report (mmddyyyy) s _ | e o 1 Cosen
0%/01/200% 03/28/2011 " #1 || ves Mo e
5 Descrive Event, Problem or Product Use Error ’ 1 [o cots 7. Expirstion Date |4 [ lyes | Ino | ] D088
- Asuty
Rash around your face and started to get no #1 {3 NOC #or Unigue 1D
worse Constant constipation Lungs started = Ve ‘
hurting-pain increased in 2005/2010- The

E. SUSPECT MEDICAL DEVICE

way the product is designed you
1 Brand Name

inadvertently swallow the ejuice which

causes burning in throat When you charge
the batteries and take them off the charger
it looks like battery acid forming. The only 3. Manufacturer Name, City and State
thing you can do is throw the batteries
away. Replacement parts aren't any good.

2 Common Device Name

4 Mool # Lot# 5 Oporator of Device
|_: Haallh Professoned
Catalog # Expiration Date (mmvoddyyy) | —
|| Lay Useo¥ it

RECEIVED Koo [= e

6 W impianted, Give Dato (mm U yyyy) [}vnﬁpumd.amm:mw.m- ‘
MhR 9 20 —— ‘ '
ZU“ L) QVWsnsmm»Dwmnmwu" P o and R d on & Patent?
[Tves [Ine

M E DWATC H CTU 8 M Yes to Hem No. 8, Enter Name and Addross of Reprocessar

5 Rolovant Tests/Laboratory Datas, MeMno Dates

-last chest xray was 3-4 months ago which
show spot in left lung which has been there

F. OTHER (CONCOMITANT) M
Product names and thorapy dates (esciudy Meslment of svent)

More

7 Olhﬂ a-nim History, Including Proexisting ﬁc-dw-fc;ndlions ieg. alorgies.
oS, PIOGIANCY, SIMORING Snd alcohl use, Nvenhiiney oblens, afc.)

Diagnosed with emphysema back in 19396

C. PRODUCT AVAILABILITY 4 Also Reported 1o
Pr Avalisble for Evaluation? (Do not send product 1o FDA) [ Manustacturer
V[ Yes J No (] Returnad to Manufacturer an 9. W you do NOT want your identlty disclosed L—. S
(mmodyyyy) 1o the manufacturer, place an “X" in this box ] [_; DigtntndonImpunes

FORM FDA 3500 (8/05)  Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



U.5. Department of Health and Human Services

LUNTARY reporting of
M E D WATCH adyerse events, product problems and ETa———
product use errors Qﬂ’b.;':ﬂ:,:ée P
The FDA Safety Information and Submission - Page 1 {
Adverse Event Reporting Program
A. PATIENT INFORMATION D. SUSPECT PROD (S)
1. Patient Identifier ;2. Age at Time of Even\, or 1. Name, Strength, Manufacturer (1 1 tabei)
b Date of Birth: [ Female 185 it Smoke Free Wﬁoduc Smokefree
( ) or *'glactronic
n conlidence 21 Yearg m Male R "
B. ADVERSE EVENT, PRODUCT PROBLENM OR ERROR
2 Dose or Amount Frequency Route
Check af fhat apply”
1 m Advarse Event z} Product Problem (e.g., defects/imaifunctions)

[j Product Use Error D Problem with Different Manufacturer of Same Medicine

2. Outcomes Attributed to Adverse Event
{Check all that apply)

D Death:
mm/ddlyyyy)
D Lite-threatening

D Hospitalization - inilial or profonged
D Flaguired Intervention to Preven! Permanen! impairment/Damage (Devices)

L . Disabilty or Permanent Damage

[3 Congenilal Anomaty/Bidh Datect
[} Other Serious (tmportant Madical Events)

C [ RH CDER

Form Approved. OMB No. 0910-0291, Expires: 1031408
See OMB staleinent on reverss.

LN E\nkown J {as needed- 1
{
z

e[ {

1 5
g
=
[
-
i
'
i

3 Dates of Use(lf unknown, give duration) frormflo jor |5, Event Absted After Use

best estimate} Stopped or Dose Reduced?

41 05/08/2011 05/12/2011 ur Wves [TIno [] Roeent

e - 2 (lver [ Jno ) Oomem
L Appty

4. Diagnosis or Reason for Use (Indication}

quit smoking ade &. Event Reappeared After

it leaked all in my mouth causing an adverse
reaction including, redness and swelling of
lips, and red dots on hands.

RECEIVED

MAY 13 2011

MEDWATCH CTU

€ Relevan! Tests/Laboratory Data, Including Dates

[ Morej}

7. Other Relevant Mistory, including Preexisting Medical Conditions (e.g., aflergies,
race, pregnancy, smoking and alcohol use, fver/kidney problems, elc.)

Caucasian male, smoker

C. PRODUCT AVAILABILITY
Product Avalladte for Evaluation? (Do not send product to FDA)

§:] Raturned lo Manutacturer on:

m‘{as mNo

[mmiddiyyyy)

int
3. Dete of Event (mmvddiyyyy) 4. Date of this Report (mavddiyyy) o "E:']' '°°"§"? 71 Do
05/11/2011 05/12/2011 " w1 Lves LiNe W
S. Describe Event, Probiem or Product Use Error 6. Loty 7. Expiration Date w2 D Yes m No - Doesnt
== Apply
none
the e-cigarette product is leaking large # " o NDC # o Urique 1D
amounts of nicotine. i took a few puffs and a2 = none

E. SUSPECT MEDICAL DEVICE

1. Brang Nemg
Smoke Free

2. Common Device Name
Geld Rdition

3. Manufacturer Namg, Clty and State
Smoke fraae www . smokefreecnline. com

4. Mode) 4 Lot # 5. Operatof bf Device
not mentioned

Expwation Dale {mavddlyyyy}

ﬁ Health Prolessional

Catalog #
m Lay UserPabent

m Other.

Serial # Other ¢

6. Wimplanted, Give Date (mm/ddfyyyy) 7. if Explanted, Give Date {mm/dd/yvyy)

B. Is this a Single-use Device thal was Reprocessed and Reused on a Patient?

{:]Ves MNO

@. If Yes 1o item No. 8, Enter Name and Address of Reprocessor

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exclude (. of evanl}

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

Phone # ; E-maif

§ 4. Also Reported 1o
V_J Manutacturer
{7 User Facitay

2. Haafth Prolessional? (3. O
u Yas V_} No Consumer /Non-Health

5. If you do NOT want your identity disclosed

to the manufacturer, place an X~ in this box:  [y] /] oistrivutorimporter

FORM FDA 3500 (B/0S)

o Lt ~ T i R .

Submission of a report does not constitute an admission that medical personnel or the product caused or contribuied to the event.

~ L s A o e ke




U8 Department of Health and Human Sarvicss

MEDWATCH

Adverse Event Reporting Program
A. PATIENT INFORMATION

Check all that apply:

1. ?_] Adverse Event D Product Problem (e.g., delsctsimaliunctions)
[ product use Error L] Probiem with Ditferer stanuf of Same Modi

é Outcomes Attributed to Adverse Evont
{Check all that apply}

CDRH =

For VOLUNTARY reporting of
adverse events, product problems and
product use errors

The FDA Safety Information and t Submission - Page 1

Inhale
&

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer {from proguct fabel)

Formn Approved: OMB No. 08910-0281, Expires 10/31/08
See OMB stalement on reverse

FDA USE ONLY

Electronic
¥2cigarette

2. Doseor Amount

Frequency

Route

o]

I

I

|

I

]

3. Dates of Use(f unknown, give duration} fromitc {or

§. Event Abated After Use

I quit smoking cigarettes about a week ago.
1 decided to make it easier on myself I
would try the electronic cigarette it has
only been a week and im already seeing
problems with my health. Im having nose
bleeds and coughing just as much as I was
with my full flavored menthol cigarettes I
smoked for 15yrs! 1 was a heavy smoker
around a pack or more a day so I thought it
was just my lungs trying to repair but I
have noticed 1 cough more after I use the e
cigarette and it leaves a strange chemical
taste in the back of my throat. As for the
nose bleeds im not sure how to explain the
reason im getting them but I never really
had problems with

n

#

D Death L} Cisabilily or Permanant Damage best estimato) pped or Dose A '
cath:
T ] 41 06/01/2011 06/10/2011 {1 Wlves [wo D‘?A;’;S“’
r Lite-reatenng m Congenital Anomaly/Bitth Delec! by
- . ] - Doesnt
[7) Hospitatization - initialt of profonged ] Other Serious (important Medical Events) "~ -- vz [Jves [Ino [ Pt
. . 4. Diagnosis or R for Use (indi
[T} Required intervention 1o Pravent Permanent ImpairmenyDamage {Devices) Help quit smoking 8 Event Reappoared After
Reintroduction?
3. Date of Event (rnm/iddivyyy) 4. Date of this Report (mm/ddiyyyy; A ﬁ:g " 5ﬂ ﬂ Doesnt
06/01/2011 06/10/2011 2 ¥l Yes P oy
5. Describe Event, Problem or Product Use Error 8. Lot# 7. Expiration Date P ;“} Yas g;} No D Doesnt

Apply

1. Brana Name
Inhale

82

E. SUSPECT MEDICAL DEVICE

9. NDC # or Unigque ID

2. Comman Device Name

| EBlectronic cigarette

3, Manulacturer Name, City and State

5 Operator of Device

[7] Heattn protessiena:

[) tay usermatiens

4. Mooel # Lotw
Catalog # Expiration Date /mm/odAryyy)
Serial ¥ Other §

Ej Othar:

8. M implanted, Give Date (mvm/ddyyyy)

D Yes D Ne

8. s this a Single-use Device that

7. ¥ Expianted, Give Date (mm/ddryyyy}

8 Relevant Tests/Laboratory Data, Inctuding Dates

Hore:

7. Other Reievant History, including Preexisting Medical Conditions {e.g.. abergies,
race. pregnancy, smoking and slcohol use, liverkidngy probiems, ec.)

C. PRODUCT AVAILABILITY
Product Avaitable for Evaluation? (Do nof send procug! to FDA)

y,% Yes CJ No D Returned to Manutacturer or

{mm/ddiyyy)

9. If Yes to tem No. 8, Enter Name and Ad

idross of Ropvnce;cor

JUN 13 2011
MEDWATCH CTU

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
Product names and therapy dates fexchude troatment of event)

G. REPORTER (See confidentiality section on back)

2. Health Prof ?

) ves ¥l no

4. Atso Reported to:
D Manutachuror

S i you do NOT want your identity disclosed
to the mamutacturer, piace an "X" in this box:

&

f_j Usor Facility
’WJ Osiributor/importer

FORM FDA 3500 (8/05)  Submission of a report does net constitute an ad

ion that medical per

e WS (g - el

R

| or the product caused or contributed to the event.

TR




mepWAarcH

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 2

'B5. Describe event or problem continued

4563(%

nose bleeds in my past I havr had about 5since I have started using the e cigarette Jjust 1WEEK

ago!

Mail to: MEDWATCH or FAX to:
5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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U.& Department of Health and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

1. Patient Identifier [2. Age at Time of Event, ar E 4. Weight
Date of Birth: Y 170 ™

or
B. ADVERSE EVENT, PHODUCT PROBLEM OR ERROR
Check all that apply

1. Z] Adverse Event w Product Problem fe.g., defcats/matiunctions;)
{1 product use Error {1 Problem with Different Manufacturer of Seme Medicine

CDRH o

NTARY reporting of
adverse events, product problems and
product use errors

Internet Submission - Page 1 CD‘E’R

2. Outcomes Attributed to Adverse Event

Form Approved: OMB No. 0910-0291, Expires: 10/31/08
See OMB stalemani on reverse

FDA USE ONLY

D. SUSPECT PRODUCT(S)

1. Name, Strength, Manufacturer {Iran} product label}
alectronic

i {144 ] N
Extﬁ\m batteries cri2ia 3.0v
#2

purermoksr . com

titanium
innovatjonsg
2. Dose or Amount Frequency Route

" I ~ |
| ] I J

exploded in his mouth, causing 2nd degree
burns to his face, mouth and injury to his
left eye. He was treated in our ER and
transferred to a burn center in Bakersfield,

RECEIVED

Ju 28 20
MEDWATCH CTU

{Check alf that appiy) 3. Dates of Use){ll unknown, give duration) fromvic (or | 5. Event Abaled Aher Use
besi estimate, Stopped ?
f:} Death: B Disability or Permanent Damage o or Dose meucer:) "
YT 51 06/26/2011 06/26/2011 &1 [ 1ves [Ino K] Qoosn
[T} Life-threatening [ Congenital Anomaly/Bifh Delect
- § ()oesnl
(/] Hospitalization - initial of protonged [ ] Other Serious (imporiant Medkcal Events) w2 - w2 1ves o Z]
. Di {indication
D Required inlervention fo Preven! Permanent tmpairment/Damage (Devices) 4D a:;gs;z:gﬁ?:::;o‘:;)::\ n) 8 Eveni Reappeared After
Reint lon?
2 Date of Event (mmidkdiyyyy) 4. Date of this Report (mmvedyyyy) " 1 ‘S ”""'ii_' ] Does
66/27/2011 06/27/2011 02 [ Yos No Aoply
5. Describe Eveny, Problem or Product Use Error 5. Lat# 7. Expiration Date o LJ Yos r No L goesn't
- { Dply
. unk
Pt stated was smoking a lithium powered 9 NDC # or Unique 1D
e-cigarette while he was driving and it none

E. SUSPECT MEDICAL DEVICE
1. Brand Name

titanium innovations lithiwm batteries and
2. Common Device Name
e cigarette
3. Manutacturer Name, City and State
purchased online

4. Modei ¥ Lot# §. Operator of Device
unk g {7 Health Professionat
Catalog # Expiration Date {mm/odiyyyy) z} Lay User/Patient
Serial # Other # {7 other

6. if imptanted, Glve Date (mmddyyyy) 7 ¥ Explanted, Give Date (movod/yyyy)

8. is this a Single-use Device that was Reprocessed and Reused on s Palient?

D Yes m No

§ Relevant Tests/Laboratory Data, including Dates

More

7. Qther Relevant History, i Medicat Conditions (e.g., aflergies,
race, pregnancy, smoking and mohol use, I:verik:dney probiems, elc.}

38 year old white male, no meds, no
significant PMH, no allergies, smokes
approx. 5 cigarettes per day, no alcohol
use.

C. PRODUCT AVAILABILITY
Product Avatiable for Evaluation? (Do not send produc! to FDA}

D‘Yes mNo

m Returned lo Manulacturer on

9. it Yes to ltem No. 8, Enter Name and Addross of Reprocessor

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
Product names and therapy dates {pxchice reatment of evend)

G. REPORTER (See confidentiality section on back)

P 1 4. Also Reported to:

{rm/ddyyyy)

2. Heasith Prol 1?13, O
W ves o Nurse [T Manutacturer
5. If you do NOT want your identity disciosed {3 vser Fackity

to the manufacturer, place an *X” io this box: | ) msteiouterimporter

FORM FDA 3500 (8/05)

S NERNTIITP .

Submission of a report does not constitute an admission that medical personnel or the product caused or contribuled to the event.
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CDER [&ARS

For VOLUNTARY reporting of
adverse events, product problems and
product use errors

Form Approved. OMB No, 0910-0291, Expires; 1073108
Soo OMB stalamoni on reverso.

[900

U.§. Dopaniment of Hoalth and Human Sorvicos

MEDWATCH

Triago unit
SOGUCRCO ¢

The FDA Ssfety Information and
Adverse Event Reporting Program

A. PAT.ENT INFORMATION

B. ADVERSE EVENT, PRODUCT PRCBLEM OR ERROR

Chock &l that apply:

t ¥lagverseevemt ¥ Probiom (0.0,
[Z] Product use &rvor (] Probiom with Differont Manutactures of Sams Medicine

2. Outcomos Attributed 10 Adverse Event
{Chack atl that apply)

dnincieirnath

Internet Submigssion - Page 1

D. SUSPECT PRODUCT(S)

-

1. Name, Strength, Manutecturer (rom produc! labot)
s GreenSmoke o%

Eemy Testoma Iotezagt enad

Giouy

22

Dase or Amount anmy Route

3 Olh.oﬂhoﬂlunlmwg. i tion) framo for | 5. Event Abatod After Use
best ostimalo) %&"I" Stoppod or Dose Reducod?

MEDWATCH CTU

§. Relovant TestsAaboratory Deto, including Dates

1 oummmmmm mcmngmmmmucmm f{0.5.. allovgics.
rIco, prognancy, smoking and uso, tvei/Ridney probloms, oic.}

Hypothyroxdlsm Hypomagnesaemla
Hyperaldosteronism
Hypertension/Hypotension Migraine without
aura Chronic Fatigue Syndrome
Fibromyalgia Chronic Pain - all over
GERD Stroke Quite smoking 4 months ago

C. PRODUCT AVAILABILITY

Procuct Avaliablo lor Evaluation? (Do nol sond procixt to FDA)

Mves e [

o M

: Disabisty or Permanen Dama,
W] oar: Ty v yer ® oy 06/30/2011 ~ 08701720101 |ar [(Jves Wlne [(JOcesm
[{) Lito-tueatenng 71 Congonitel Ancmaiy/Birth Defoct Aeply
[ Hospitatization - initiel or prokingsd [y} Other Senious (impontam Medical Evoris) | | _#2 - 2 (ves One TIR00"
3 Rnnak 1, 4 D csls or Reason for Use (indcaton)
[} Poquired tntervontion to Prover | P 9o (Dovicas) for real cigarette sessation |8 w%wlm
on
3 Osto of Evant (mmidtyyyy) 4. Dato of this Roport (mmicdyyyy) n o Dlve TIna (] 0oosnt
08/02/2011 w2 1L ves [ne poors
5. Dostribe Evem, Probiom or Produc! Uso Error 6 Lote 7. Explration Dato 22 Jvos [Ino [Z} 300"
GreenSmoke and e-cigarette company uses o P33008 gy 09/20/2013
- . 9. NDOC & or Unigue [D
propylene glychol in their product. After 233008
using the product 1 have had a productive 2
cough - sputum greenish yellow. I do not
have a upper respiratory infection -checked ' MDKE
at doctor- and my allergies are under
control. The product causes coughing after 2 ComppRRRER ™
use and for hours after. aww«mcm-usw
Chin
4. Modet ¢ Lot 5. Operator of Device
A33coe
RECEIVED o
Catatog # Em Dote (mm/edyyyy) V' Lay UscuPatient
05/20/2013 &
AUG 03 2011 Sorns Otner s S omer

8. I implanted, Glve Date immisayyyy) 7. H Explanted, Give Date (mm/iddyyyy!

8, ts this a Singlo-uso D and R d on a Patlent?
[Jves [Ane

9. If Yos io em No. 8, Enter Name ond Addross of Roprocaseor

that waa Rep

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
[ of aveni)

/ N

Stopped'usage

None

REPORTER (Sve confidentiaiity seclion on back)

®)©®

—

(mmicyyyy)

lE-mall
2. Health Projessional? [3 O D 4 Aiso Reporied to:
m Yos [:] No [Othor Hoalwh Prolfcusional g] Monulaciures
S. 11 you do NOT want your identity alactosod (4] usor Faciy
10 the manufacturer, place an X" inthiabox: [} /] oistrentorimporter

FORM FDA 3500 (8/05)

Submission of a repart does not constitute an admission that madical personnel or the product caused or contributed to the event.



B. ADVERSE EVENT. PRODUCT PROBLEM OR CRKOR

1. /] Aaverse Event  [T] Product Probiem (e.g.. detectvmaunctions)

DQORS |

For VOLUNTARY reporting of
adverse events, product problems and
product use errors

Approved: OMB No. 0810-0281, Expires; 10/31/08
See OMB statement on reverse.

US-FDA-193335

Intsrnet Submission - Pags ) i

1. Name, Strength, Menule {from product Jsbei)
n & clgarette j 1
L4
2. Dose or Amount Frequency Raute

nl ] ] ]

Our{ child developed what appeared to be a
spagm/dystonic reaction while on vacation
in the UK - manifested as a recurrent,
rhythmic right shoulder shrug. This faded
aftpr return to the US, but reappeared
aftpr a few weeks. I believe this is due
to Eecondhand exposure to nicotine vapor
genprated by an electronic cigarette. Her
father uses an e cigarette but had not,
Pripr to her adverse reaction, used it
indbors or near her. While on vacation in
London, he began using the device inside
our| hotel room, because of questionable
safety on the streets during the riots. On
return to the US, he became more
comfortable with its, apparently safe

{3 Product Use Error [7J probiem with Diterent M of Same Medich nr [! L
2.0 Attributed 1o Adverse Event —
(Check ail that spply) 3 muuwrrm«mm,mmd)mm 5. Event Abated After Use
D death D Disabiity o Pe Damage bast estima Stopped or Dase Reduced?
7 Frvyy) ’ “ - Lt [:]Yu DNO DDA::‘SYM
[ Ute-trastening ] Congenital AnomatyBirth Detect 5
O - sl or prolong [} Other Serious (mportant Medical Evens) ” - oz [ves (e 5:;,’,"'
[7] Required intervention to Prevent P ge (D ) 4 Dieg o for Use 8. Event Reapposred Aftar
introd ?
3. Date pf Event (mm/ddiyyyy) 4. Date of this Report (mmiddyyyy) u n& uw[? D Doesn’t
B/14/2011 08/27/2011 2 faves LiNe Ll ooy
S. Desciibe Event, Problem or Product Use Error 6 tote 7. Expiration Dete w2 (Jves [Ino ﬁ;’"

6. Reloiant Yesta/Labarutory Dets, including Dstes

RECEIVED

SEP 28 201
MEDWATCH CTU

7. Relevent I-hh% Preexisting Medical Canditions (e.g.. allel
o-:#pmmlncanok mM&wgm»oywmm)( ¢ s,

Produdt Avaiable for Evalustion? (Do nol send product fo FDA}

2. NDC ¥ or Unigue ID

E SUSPECT MEDICAL DEVICE
1. Brand Neme

2. Common Device Name

i

3. Manwtacturer Name, City snd Stete |

4. Moded ¢ Lot § 5. Operstor of Device
D Heaith Protessional
Catalog # Expiration Date (mmvadyyyy,
) ¢ ! D Ley User/Patient
Serisl 8 Othar # {Jotrer
6N Give Date { Viyy) 7. ¥ Expianted, Glve Date mm/adyyyy)

8. is this a Single-uss Device that waa Reprocessed and Reused on » Patient?

GVas DNO

8. If Yes to tem No. 8, Enter Namne and Addrees of Reprocessor

F. OTHER (CONCORITANT) MEDICAL PRODUCTS
t of avent)

G, REPORTER (See conhidentiality section on back)

D Manufacturer
] user Faciity

acist

Mives [Jho ] Retumed o Manutacturer on: 5. #f you do NOT want your identity dijciosed
fmmvadyry) to the manufacturer, piace an *X* i this box: || ] Distrbutoramporter
FORN FDA 3500 (8/05)  submission of s report doss not conatitute an admission that medical personnet or the prod d or contributed 1o the event.




mepWATCH

B5. Describe event or problem continued

us anfl gradually increased the proximity and duration of its use near
discoptinuing its use indoors, our daughter's spasm has not recurred.

Internet Submission - Page 2

symptpms of nicotine toxicity to my knowledge.

For VOLUNTARY reporting by health professionals of adverse events and pre

US-FDA-19333%5

dduct problems

our infant. After
She has had no other

7]

to: MEDWATCH

5600 Fishers Lane
Rockville, MD 20852-9787

orFAX to:
1-800-FDA-0178

Lbmission of a report does not constiiute an admission that medical peraonnel or the product caused or co‘\tribubd to the event.
. |



mepbWMMATCH | -~

For VOLUNTARY reporting by health professionals of adverse events and
Internet Submission - Page 6

product pmbﬁgﬁﬁ

: uenc Is Con-
Drug Manufacturer Dosge Unit Route Dosage lntnrvalyumt coamitant
Diagnosis for Use ms tart 5:1 Ouratioh |  Unit !

FDA

Comments:

wils
USFD,
Rout
Rout
Rout
Send

pnj: |[*v*ve»vesi  2011-09-28-09.02.26
UKWVOLUNTARY_]93335_7157‘20110927.xml
¢ To: AERS ¢ Elactronic

g To: DQRS : : Paper

p To: Misc. : : Paper
copy to Center or Tobacco Products

|at'¢--ﬁ-¢'

: MEDWATCH or FAX to?

6600 Fishers Lane 1-800-FDA-D178
Rockville, MD 208525787 i

that med!

Sth:mdawmmmMm dmi

il

| or the product caused or contribufed 1o the event.



Form Approved: OMB No. 0810 0291, Expires: 10031408
Soo OME statoment on roverse

FDA USE ONLY

Tnago unit  US - FDA-1 34501
sequence #

U.S Department of Heslth and Human Servicas
For VOLUNTARY reporting of

MEDWATCH abisive it pusehics iRt end

product use errors

The FDA Safety Information and
Adverse Event Reporting Program

Internet Submission - Page 1

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer (fram produc! (ubey)

A. PATIENT INFORMATION

Metro menthol . -
¥1 electronic ciguret 1/8% Nicotek
Iy confidence 2
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
2 Dose or Amount Frequency Route
Check all that apply d
— '
1 {lAﬂvemEvent |__| Product Problem (e.g.. defectsmallnchons) E = - —J l < 3 J
| Product Use Error | probiem with Different Manufacturer of Same Medicine 2 [ jl J
— L
2 Qutcomes Attributed 1o Adverse Event
(Chock all that apply) 3. Dates of Uso(lf unknown, give duratian) framdo (or |5 Event Abated After Uso
1 Dest estimalte, Dose Reduced?
D Dowth l___ Disability or Parmanent Damage v / PPed be o Doexn
: T ) . 41 10/1372011 ~ 10/14/2011 | [Jves iflne []Q0esn
] Life-stweatening [7] Congenital AnomatyBirth Defect - — =" Y
— o [ [ 1
| Hospaakzation - initind or prolonged [T Other Serlous (Importarit Medical Events) 82 2! lves | N0 | ﬁ:\'n
[_ Roguired intervention 1o Provent Permanent impairmentDamage {Devices) X DD%!\’OO ?o,'a‘:‘;. ,':'L:“(r:"g‘fbﬁl 8. Event Reappoared Afer
3 Date of Event [mmvekiyyyy) [« Date of this Repart (mmidd yyyy) 1 stoavarves — - ‘ oduction? ! Basirit
i0/14/2011 18/17/2011 o # vas | _InNo I/ i
5 Describe Event, Problem o Product Use Error o 6 Lota 7 Expiration Date 2 lves [Ino [ ] 0080
A : N Apeily
Spent the day using a Nicotek Metroc menthol " - — —
. 3 3 : S NDC # or Unique I
electronic cigarette in my effort to quit
¥ 2
smoking real cigarettes. The next morning i s
I noticed that my throat and chest ached E. SUSPECT MEDICAL DEVICE
and felt like they might possibly have been 1 Bragd Neme
burned by the vapor. ! have been suffering -
since with shortness of breath and 2 e PN M aretce
difficulty breathing. This was atter.nnly 3 Manutscturer fcm'm ) e '
one day of use, T have not used it since. Nicotek, 4860 Ward Road, Wheat Ridge,
CO 80033
4. Model # Lot ¢ 5 Operator of Device
Metro menthel I.8% "
|__J Health Protessional
Catalog # Expiration Date (mm/adyyyy!
| Lay UsanPationt
Serial # Other & - | ,_/_O"“‘
| onsumer
I~
& I implanted, Give Dato (mm/ddyyyy) 7. W Explanted, Give Date [mm/iakiyyyy)

8. 15 this & Single-use Dovice that was Reprocessed and Reused on a Patient?

| [lves [An

% WYesto nnm No. &, Enter Name and Address of Reprocessor

4 Relevant Tests/Laboratory Data, Including Dates
None yet.

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and thorapy dates (exciuce regiment of avent)

7 Other Relevant History, Including Preexisting Medical cmum fe.g.. alergies,
race, pregrancy, smoning and alconol use, veridnoy problems, eic.}

Have smoked Salem menthol cigarettes for
approx. 35 years but have quit.

G. REPORTER (See confidentiality section on back)

C. PRODUCT AVAILABILITY 2 Pr '~ ional? |3 Dccupation ¢ Also Aeported 1o
Product Available for Evaluation? (Do nof send product 0 FDA) ~] Yes ¢J No Manons gl o bl o ] Menulacuer
Wl ves | INo || Relumned o Manulacturer on 5. ¥ you do NOT want your identity disclosed : . User Facitty
meadyyyy) 1o the manufacturer, place an “X" in this box: | | | Distibutoeimponer

FORM FDA 3500 (8/05)  Submission of a report does not constitute an admission that medical personnel or the product caused or contributed 1o the event.



Duration Unit

1
2

Diagnosis for Use

FDA Comments:

WILSONJ: |*=4seswse] 2011.16-18-08.46.25 |[sreessess
DEFDAMWVOLUONTARY ID4500 B181_anl110717.xml

Hout®e To: AERS : HElactroniec
Route To: DQRS i 1 Papsap
FAoute To: CDRE T : Paper

I nead & copy for Tobacco Canter

Wi EDWAIH Ak . [Remmisrom]

BE00 Fishers Lane 1-800-FDA-01T78
Rockville, MD 20852-9787

Submission of a report does not constitute an admizsion that medical personnel or the preduct caused or contributed to the svent,




QRS (KM

U.8. Depariment ol Heaith and Human Sorvicos CDE D 5 C R Form Approved: OMB Nos.o(:véom-gﬂ‘l.hmu: 10108
R st O FovoIis.

MEDWATCH adveme cues produc proble and

product use errors Triago wnt  US-FDA-200017
The FDA Safety Information and

soquence §
Adverse Event Reporting Program
A. PATIENT INFORMATION

Lfsperiired

Internot Submiosgion - Page 1

D. SUSPECT PRODUCT(S)
1. Namo, Sirengih, Menutacturer {from produc! labef

o cieuretie ¢ n/a NJoy
£. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR 2
2. Dose or Amount
1. ) Advorse Event [ Product Problem fo.g., defectamaifunctions) " ( J l ] L J
) Product tise Error (] problem with Dittorent Manutacturer of Same Medicine '2[— J r j E J
2. Cutcomes Attrituted lo Adverse Event
{Chock a1l that apply) m-wm«mm Give duration} from/10 (or  |S. Evont Abatod Aftor Use
o3 or Deso
Dosth: Disabliy os P Damag P
D Tradyyyy) 0 o1 01/19/2012 - o1/21/2012  |ey [Dves [Jne DW“'
[ wethreatenng {0 Congenitat Anomely/Binth Defect
m Hosphiatization - inital of profonged D Other Sarigus {Importent Medical Events) &2 — ” D Yos D No E] Dmﬁpm’n, 1
4, Dlagnosls or Roason for Uso (indication)
[J Recuirad intervontion to Provent Permanont impaimentDamage (Devicos) 6. Event Reappoared Atter
3. Dats of Evont (mm/ddyyy) 2. Date of this Repart (mmddyyyy) u “E“""‘"E"" (1 Bocam
01/21/2012 01/22/2012 2 o Llves Lo 1 ol
S. Doscribo Evant, Prodlom or Product Yse Error 6. Love 1. Expiration Dote 2 D Yos ::] No D Docsnt
I was using an electronic cigarette when i a2 2 S OC o Dedase 1D !
started having chest pain then an
extremelly rapid heartbeat. I called an "2 2 na
ambulance and was transported to the P D D
hospital. The cigarette brand was N-Joy. 1. Brypd Nome |
c%! cg% c“grgaretce
3. Manutacturer City and Sigte
Scotts e. arlzona

I R 4 ’ Lors § Oporator of Deviee
ECEEVED Cawaleg # € Dato [:! Hoalth Proteswanal
Ql uplretion i
” ¢ ! G Lay UserPoliesn

JAN 2 3 2012 Sertal # Otner » ] omor.
MEDWATCH CTU i G o ) [T NEwsae i e o

9. is this a Singlo-use Davice Ihat was Reprocessed and Reuaad on a Patlent?
[Jves [Jwo

8. if You 0 ficm No. 8, Enter Namo ond Addross of Reprocoasar

6. Rek ¥ b y Dats, inciuting Dotes

F. OTHER (CONCOMITANT) IMEDICAL PRODUCTS

Deat

end tharapy datos (oxciud % of even)

7 F

7. Olhct Retovent Histy Including Proululng Medicat Condhtions (0.g.. aforpios,
mmy olc.}

G. REPORTER (Sce confidentiality section on back)

[Pnone s - ; [E-mm
{
C. PRODUCT AVAILABILITY 2. Hoalth Proleesionsi? 13. O b D& 4. Alsa Reported 10:
Product Avallabio for Evatuation? (Do ol send produc to FDA) Dves [Zino ¥) Manuuetvror
Bves One [On o 10 Mand on: 5. if you do NOT want your identity disclosed (5 user Facasy
to the manufacturer, ptace an “X* in this box: D D Drsinbutorimporter

FORM FDA
3500 (8/0S)  submisslon of & report doss not constituts an admission that modical parsonnel or tho product causad or contributed 10 tho ovent.



Form Approved: OMB No. 09100281, Expires. 1003108

For VOLUNTARY reporting of See OMS statemert on revarse

M ED WA TCH | | adverse events, producr problems and

product use errors
The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

U.5. Department of Health and Human Services

Triage unit US-FDA- 199894

SSQUENcE ¥

Intexrnet Submission - Page 1

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer {from product jabol)
Atomic Cimnacide 34 mg. nicotine Tasty Vapor US

: . . : #1
in conlidence ] ‘o Ulcimate Vanilla 34 wg, nicotinme Tasly Vapor US
B. ACVERSE EVENT. PRODUCT PROBLEM-OR ERRCR
2. Dose or Amount Frequency Route
Checkallthatapoy: e O eauentyRoue
’ ]
1. Vi Adverse Event ,V} Product Problem {.g., di ‘inaltunctions} ¥ i l g \l l S :]
V] Product Use Error i} problem with Ditrerent v of Same Meal 92 } I ! ] [ 7
2. Quicomes Altributed lo Adverse Event
(Checi aft inat apply} 3. Dates of Use(lf unknown, give duration) fromAo (or  |5. Event Abated Alter Use
[j Leatr: U Disability or Permanent Damage best estimate ped or Dose Rod
' ramiadryyyyi - g1 12/28/2011 - 01/07/2012 # [ _ves [Mne U DOGW"
[} Lite-threatoning {1 congenitai Anomaly/Birth Datect
] - it i S ical B #2 - | (] r] Domn'l
!Wf Hospitatization - wnitial or prolenged ﬁ‘/} Uther Serigus {fmportant Medical Events) Yes No Apply
- £
[} Required intervention to Prevent Permanent impairmentDamago (Davices) 4 Dingnnzgg: i‘:; °§Z‘§§‘ g' :‘;lﬁfn( ndeation) 8. Event Reappeared After
£l Relmroducunn'l
3. Date of Event {mm/dd/vyyy} 4. Date of this Report (mavadsyyy} - l v r V u%)m
12/26/2013 01/19/2012 P o Late Wi,
svwl:;;;c—r}b‘ewEvent Probtem or Pmduct Use Ermr G Lot# 7. Ex;;imlion Date } ] Doesnt
Apgry
Tried to use a Mistic brand full-flavored e e
. . 8 NDC # or Unlque lD
e-cigarette in order to stop smoking
tobacco cigarettes. Did not like the taste,

E. SUSPECT MEDICAL DEVICE
1 Srwgfi(gn?gs Starter Kit

so I ordered a Rlu Cig starter kit, using
the vanilla cartridges. T did not like the
Blu e-ci1g ecither, so I ordered a Halo G6

starter kit. With this type of e-cig, you 2 Cgmmon Devipg Name
must add smoke juice to the cartomizer, in 5 Manufacturer Name, City and Stato
order to keep the unit operational. The Haloc Company
flavors that Halo offered were terrible,
but 1 tried one called Prime 15, which is 4. Model # Lot & 5 Operator of Device
suppose to be their best seller. This 36

. R } Hoeulth Frofessional
flavor tasted like peanut butter which I Catalog # Expiration Date [moidlyyyy) | |
disliked very much. T ordered some smoke '/]“‘”“““‘/"“"““‘
juice from a company in California, called Serial # Other # {7 oter:
Tasty Vapore. These are made L Lo T

6. it implanted, Give Date (mavddiyyy) 7. i Explanted. Give Date mmfddfyyyw

& Is this a Single-use Dovice that was Roprocessed snd Beused on a Patien?

DYes [7}No

9. ¥ Yos to itemn No. 8, Entor Name and Addross of Reprocossor

€. Relevant Tests/Laboratory Data, Including Dates

RECEIVED

JAN 20 2012 F. OTHER (CONCOMITANT) MEDICAL PRODUC

Product names and therapy dales jexciude featment of event)

MEDWATCH CTU

7 dzhcr Reiovnm msxory lncludlng Preathng Medicat Conditions {e g., atferipes,
FECE, pregnancy, smoking and Aicohol use, ivekiInoy prodierns, gic.

I am allergic to dust, but that is the only
allergen that I am aware of. I do smoke
cigarettes and was using about a pack a
day. I nc longer consume any alcohol.

C. PRODUCT AVAILABILITY 2 "‘f’"" Prof 30 ti 4. Also Reported to:
Product Available for Evaluation? (Do ot send praduct fo FDA) [ves {glNo  fromsumessormse oo tuasen protessionat! [} Manutactarer

. . S Denr g
{] ves v No [ etumed to Manutactures on: 5. ¥ you do NOT want your idenlity disclosed N f“; 1 User Facity
- . (/e eyyy) to the manufscturer, place an “X* in this box: | | ™ Distribwtorfimportor

G. REPORTER (See contideniiality section on back)

FORM FDA 3500 (8/05)  Submission of a report does not constitute an admission that medicai personnel ot the product caused or contributed 1o the event.



mepWaArcH

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 2

B5. Describe event or problem continued

ith both Propylene Glycol and Vegetable Glycerin. I tried to use their most popuiar flavor,

which was Atomic Cinnacide and it caused my throat to get very sore and raw. I stopped using
rhat flavor and continued to use the smoke juice in their vanilla flavor and a blend called
Geoff's Blend, which tasted like Juicy Fruit gum. A short time after I discontinued using the
Atomic Cinnacide flavor, I began having f£lu like symptoms. After these symptoms manifested
rhemselves, I began having sinusitis and sinus infection symptoms. It has been three weceks
today, since T became ill and 1 am still not completely well.

Mail to: MEDWATCH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockvilte, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



DORS

For VOLUNTARY reporting of
adverse events, product problems and
product use errors

Form Approved: OMB Ko, 0910-0291, Expyres 1073108
See OMSB statemeni on rovarse

.S Department of Health and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

DER

Internet Submission -~ Page 1

Triage unl US-FDA-20001R

sequence #

0. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer {from produc! label)

3. Sex 4. Weight

Date of Birh: y‘; Fomate 155 a E-liguid 32mg KOV
40 Yea {] mare or
e s 2
B. ADVERSE EVENT, PRCDUCT PROBLEM OR ERROR PR T —— Fr——— o
Check all that apply. x
1. /] Adverse Event [} Product Problem (e.g., defects/maffunclions) . | I I 1 I
L Product use Error [ ] Problem with Diterent Manufacturer of Same Medick 42 5 ? i I ‘ l

. Qutcomes Attributed to Adverse Event

(Check all that appiy) 3. Dates of Use(# unknown, gi&x} duration] fromAa {or {5 Event Abated After Use
-~ best estimate) 9 days Stopped or Dose Reduced?
1] Dean: 7] visavikty or Permanent Damage ) o % Dousnt
(mmidadlyyyy} ¥y 01/09/2012 - D1/19/2012 81 W] Yes ﬁNo ‘i/«‘wf
u Lilo-throataning f ! Congenilal AnomalyBinth Detect - PR v
. o . Doesny
{_] Hoeputafization - nitial or prolongad |} Oter Seqous (important Medical Fvanls) 2 o

w2 LI Yes {; No | } Appity

4. Diagnosis or Reason lor Use (Indication)

[ ] Required intervention to Prevent Barmanent impairmaentDamage (Devicos) smoking cessation

3. Event Reuﬁpenrcd Aﬂur

3. Date of Event (mm/idAny) 4 Date of this Repaort (mmddiyyy) #1 Reintroduction?
o of Event (mm. 4 Date ) i .
R . i VIV . . 21 V] ves | INo { " boosa
UL/18/2012 81/22/2012 w2 - Apply
5. Describe Event, Problem or Produtt Use Error 6 Lotk 7. Expiration Date v [ ves [Lno | ;Do
S o Apply
F_CiqQarertes hor s5 of b - NA
E-Cigarettes. ‘ Shortness of breath and P 0 P ——
extreme bloating.
2 2 NA

E. SUSPECT MEDICAL DEVICE
* B"R’Sé‘@{é&c Vapor
2 cqmmen Bedpy ame

Manufacturor Name, Clty and State )
Rio Rancho, New Mexico

L

. 4. Modet ¥ Lot ¥ 5. Operator of Device‘w
% NA
m Heallh Professional
Catalog # Explration Date (mmaddiyyy) .
{1 Lay userPatien
. 1 .
¢ Serial # Other # [t omer
AN 23 2002
6 If implanted, Give Dato (mmvadyyyy) |7 # Explanted, Give Date immicidlyyyy!

=

is this » Single-use Device that was Reprocessed and Reused on a Patient?
{Jves [Ino

H Yes to item No. 8, Enter Name and Address of Reprocessar

MEDWATCH CTU

6. Relevant Tests/Labaratory Data, including Dates
Na

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exchide treatment ol Event}

7. Other Relevant History, Including Preexisting Medical Conditions (e.g.. aliorgies,
race, pregnancy. smoking and sicohol use. liverkidrey problems, 6tc.)

obviously a smoker, but I do not have this
reacticon to regular cigarettes.

G. REPORTER (Sae confidentiality section on back)

Phone # . {

2. Hoalth Profess! 4. Also Reported to!

[(dves Ano

213 O

Other Health Professional

C. PRODUCT AVAILABILITY
Product Available for Evaluation” (Do not send product to FDA}

m Mamdaciurer

Wlves [ INo [ Retumedio Manuiaclurer cn: 5. # you do NOT want your identity disclosed r} User Faciity
; (rmmidd/pyyy) 1o the manufacturer, place an *X” in this box: m {y} Bistributorimpongt
FORM FDA 3500 (8/05)  Submission of a report does not constitute an admission that madical personnel or the product caused or contributed to the event,



U.S. Departmen of Health and Human Servicas Form Approved: OMB No. 0910-0281. Exprres. 10/31/08

For VOLUNTARY reporting of Soe OMB siajemen, on reverse.
M E D WA rc " adverse events, product problems and e — " .
product use errors ey USTFDR-201229

The FDA Safety Information and
Adverse Event Reporting Program

Internet Submission - Page 1

A. PATIENT INFORMATION

D. SUSPECT PRODUCT(S)

Patient 2. Age st Time of Event, or . . 1. Name, Strongth, ot {from p labei}
IpFatert ppilter |2- Age at e R mor (
» (b} : :
In confidence 35 Yea o
8. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
2. Dose or Amount Route
Check abl that spply:
- g to ng ailly ] l Oral :
1. ] Aaverse Event ] Product £ (0.9.. defects/imatiunctions) l H ~
/] product use Error 7] Problem with Ditfersnt Manufacturer of Same Medicine "2 I ] ] r !
2. Qutcomes Attributed to Adverse Event
{Check all that apply) 3. g:tu of Uoo(!l unknown, give duration) fromlo (or {5 Evem Abated After Use
) Deam: __91/25/2012 ) Disabitity or Permanent Damage st pped or Dose ?
mmiddyyyy) " - w1 [ Jves ino [ ]Doesnt
m Life-th/@atening D Congenitai Anomaty/Birth Delect Aoply
T3 Hospitakzation - initial or profonged {7} Otver Serious (Important Medical Events) ” - w2 [Jves ina [ guo:;m
Ok " ndi \
[_§ Aequitad tnlervention to Prevent Pennanent Impairment/Damage (Devices) 4 Smok ;on'g Cess':,t‘i::n{ ’ 8. Event Reappeared After
3. Date of Event (mm/ddfyyyy) 4. Date of this Report (mm/ddyyyy) " Ralntoduct!:n? r\ Ooesni
02/11/2012 2 n ves Do [ 000
5. Describe Event, Problem or Product Use Error 8 Lote 7. Expirstion Date ” E“’”} Yes {“‘“‘, No Doesn't
. o - —! Agply
1 work with {B}{8) and the CEO has w ML
. i - . . 9. NDC # or Unique ID
explained that the nicotine cartridges the N/A
company manufactures and sells in the

United States contain {b)
an ingredient aside form the liquid

nicotine and propylene glycol. Although
he will not disclose the specific ratioc 2 %!!':8%?5"‘&' Emgaret.te
contents of the cartridges, he has P
explained that during his many trips to the

manufacturing factories in {b China, :

he knows that the process involving which 4. Mode! # Lot# 5. Operator of Device

involves the building and filling of 0 )
Health Prolessionat

cartrldges is likely tainted with {b Catatog # Expiration Date (mm/acyyyy)

: . My understanding) is that b/ Lay UserrPatient
t:he mixture contalned in the flavor Serial # Other # "7} oner
cartridges (b){B)  sells in the US contains
a 6. ¥ impientod, Give Date (mmvdd/yyyy) 7. M Explanted, Giva Dste (mm/ddlyyyy)

8. is this a Single-use Device that was Reprocessed and Reused on a Patient?
D Yes m No

9. if Yes to item No. 8, Enter Name and Addresa of Reprocessor

6. Retevant Tests/Laboratory Dsla, including Dates

(b customers have been reporting a series of
side effects derived from the use of (B
electronic cigarettes. While company
management has explicitly instructed (b}{8)
customer service to tell all customers
reporting side effects that those are the Electronic

re?sult of stopping to smcke traditional Cigaretths, Smoklng Cessat]_on aid -As
cigarettes. (Cont...) claim(Cont...)

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
;ndm-r- dAntes /avchwis fregiment of even!)

7. Other Retevant History, Including Preexisting Medical Conditions (e.g.. alergres.
race, pregnancy. smoking and alcohol use. liverikidney probiems, elc.)

Most users of the {b product often report
severe effects after use, whether regular
or irregular. which includes, headaches
and migraines, allergies -manifesting by
means of hives, itchiness, asthma-, heavy

G. REPORTER (See confidentiality section on back)

. . E-mall
motion sickness : l
R (b) (6)
C. PRODUCT AVAILABILITY 2. Health Pr 17 13. O J 4. Also Reported to:
Product Avalleble for Evaluation? (Do not send product to FDA) [Jves [fINo  Jeonaumersotner non nesien profensianaty (7] Manutacturor
- Satrmag p ) 5. If you do NOT want your identity disclosed (] user Facilty
Wvyes [ine [ to Mar er on: 5 j to the manufacturer, place an “X" in this box: [ [} pistributoriimporter

FORM FDA 3500 (8/05)  Submission of # report does not constituta an admission that medical personnel or the product caused or contributed to the event.




mepWATCH -

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 2

B5. Describe event or problem continued

ixtur of propylene glycel, liquid nicotine and other flavorings. However
(b)(6) assists and follows the manufacturing process which both the e-cig
essories and flavor cartridges go through, has reported himself that he would never use the
product because he is aware of the contents which include
: He has lained that it i

because { ‘
; « My concerns are
not unfounded. Most users of ti y p severe effects after use, whether
regular or irregular. which includes, headaches and migraines, allergies -manifesting by means
of hives, itchiness, asthma-, heavy motion sickness, vomiting, stomach unrest, diarrhea,
shortness of breath and palpitations . I have become increasingly concerned that the
product our company sells ig, in its current state, not suitable for human use or consumption.
Especially after hearing the comments and explanations from ) ﬁﬁ regarding the product
and its contents. He clearly explained that because the FDA has no jurisdiction over the
products, that at the current stage, the manufacturing standards from China are so unregulated
that the contents of the products will go undetected for the moment. The main argument behind
this rationale is that his profits will continue to soar tremendously with such low
manufacturing costs but huge profits. The company i rently importing the products
through highly illegal means in the US, from ‘ 7 Many of the products do not
have the correct specifications or labels and vy ipments have been detained and confiscated
because of non-compliance. Furthermore, without knowledge of its employes, the company has been
using the names and social security number of many employees to import shipments of tons of
products in order to avoid customs screening. This recently resulted in US customs detaining
and questioning one of said employe during her holiday travels and she had her passport
confiscated upon return to the US -despite being a US citizen- as has been issued several
notices by US customs. b is willfully putting consumers at great danger and violating
not only custom and import laws, but is also KNOWINGLY selling a potentially poisonous product
in great quantities. The compan ly makes about ${b){4 sales per day through its
website and it distributing {(Bji{Z /" to masses wi eir knowledge. The long term
damage is at this point unknown rave consequences for consumers, according to
the /" o e Dot (BYIB) }) oversees the manufacturing process of )
products trom our various . He oversees the conceptualization of all our
products / batteries as well as the making of flavor cartridges and their contents. He has
clearly stated that he has no 100% knowledge of what actually goes into the manufacturing of
the flaver cartridges and that their contents have not passed minimal safety tests assessed in

China, by China standards and much less by US, FDA and US Customs Standards. In addition,
the majority of products imported by the company do not meet the standards required for imports
in terms of labeling and safety. While the company DOES have chocking hazards warnings on

its instruction manuals, the company was contacted less than 2 weeks
a baby under lyr old, whom choked 3 flavor cartridge. { -

’egardi g the dea;h of

e e e e I believe that this company is currently a
massive threat to the public because of its practices, faulty products and toxic ingredients.
And that it does so knowingly at this point for the sole reascn that the monetary benefits are
huge while blatantly saying that it can do sc without any impact and regulaticn from the FDA.
My concerns are founded, especially since seeing a huge rise in people's complains regarding
our products and the side effects they are experiencing. While it may not be clear at this
point what the long terms effect of {(bj{4) . will be on consumers, it most certainly
will become evident within a few years. thekidney and liver damages resulting from the use
of (b){6) * electronic cigarettes will be far greater than that of other toxins used and allowed
by the FDA on concumer products. Again, this was stateded b )]
whom oversees the design, manufacturing and production of products. e '
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B6. Relevant tests/laboratory data, including dates continued

. has epressed that he knows it is most likely due to the chemicals and toxins
in r.he cartrldges of the {b product contents, not disclosed to consumers. Yet he instructs
his staff to be conv1nc1ng regarding the fact that any symptoms expreiences should be
associated with stopping smoking traditional cigarettes. He himself, as a heavy smoker

stated -which is on tape- that he would never use hls own (b products because he knows the true

contents of the products which includes {(b){4} . and other highly toxic chemicals
which he will not disclose on the product content but ‘have been clea
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B7. Other relevant history, including preexisting medical conditions continued

vomiting, stomch unrest, diarrhea, shortness of breath and palpitations
have been reporting a series of side effects derived fro

) customers

Mail to: MEDWATCH orFAX to:
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F. Other {Concomitant) medical products

d in the (b}(6) « website. Clearand obvius non-compliance not to advertise as a smoking
cessation product-
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Ha, FOA Comme

Frequenc ts Con-
Drug Manufacturer | Dose | Unit Route Dosage r;tqma,yumt comitant

Start End

Diagnosis for Use Date Date Duration | Unit

FDA Comments:

WALKERC. (*wesewwer|  2012-02-313-11.01.54 IRAAAREERLH
USFDAMWVOLUNTARY_ 201229 _13950_20126211.xml
Route To: CDRH : : Paper

Mail to: MEDWATCH or FAX to: —
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ne
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U.S. Department of Health and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program
A. PATIENT INFORRMATION
nt drlenvitiar |2, Age st Tme of Event, or

8. ADVERSE EVENT. PRODUCT PROBLEM OR ERROR

For VOLUNTARY reporting of
adverse events, product problems and
product use errors

Internet Submiesion - Pags 1

Form Approved. OMB No. 0910-0291. Expires 10¢31:08
See OMB statemenl! 00 reverse

Triago wd US-FDA- 202088
sequence #

D. SUSPECT PRODUCT(S)

1, Neme, Strength, Manwul, o¢ (from product labei)
E-Cigarette Strawberry-High Green Smart Living

L 2]

2

sound every time after I inhaled. This
lasted for about almost 2 weeks. I don't
hear the wheezing noise anymore, how ever
lately I have noticed I get a little dizzy
with nausea and disoriented after inhaling,
I didn't pay much attention to it, but
today after inhaling the e-cigarette 1 felt
extreme nausea, dizziness, tingling
throughout my body accompanied with

weakness, disorientation and trouble
breathing. I told my husband that I didn't
feel good. I woke to find myself on the

bathroom floor and my husband calling

2. Dose or Amount requency Route
Check all that appy: aun F ,
» [HIGH 7] [paily ~ ”"";";“"'ﬂ
1. F_] Adverse Event m Product Problem (s.p.. defects/malfunctions) I j linhalaticn!
/] procuct use Emor [7] Problem with Difterent Manutacturer of Same Medicing ¥ i i ! ] ! |
d i
2. Qutcomes Attributed to Adverse Event
{Check ail that apply) 3 m?mls){u uokngwn, give duration) tromfto jor | 5. Event Abated After Use
L] ea: "] Disabisty or Permanent Damage st estima Stopped mDou Reduced?
TTaaVs) w 01/19/2012 - o02/25/2012  [m [ves [Jno (g Ooesen
] Lite-threatening [ Congenital Anomaly/Birth Detect Apoty
D Hospi - initial or p g Otner Serious (Important Medicat Events) *2 - 2 ﬁ vas [ No ”} l:;;;m
~ or R ——
D Required intervention lo Prevenm Permanent impairment/Damage (Devices) 4 Persoza; useh’ Use { 8. Event Reappeared Aftor
3. Dete of Event (mmAddyyy) 4. Date of this Report (mmiddAyyyy) n R’["]‘"”“c‘““? 7] Docsrr
02/25/2012 62/25/2012 2 " Yes |_JNo Apoly
S. Describe Eveant, Problem or Product Use Errar 6 Lot# 7. Expiration Date w2 {j Yes [:] No “’} Doesn‘
I've been smoking the E-cigarette for about , 9201112280 g1 1272872012 TNOCT o i 1D
a month now, when I first started smoking ’ 808
these e-cigarettes I noticed a wheezing hid ¢

6. Relovant Testa/Laboratory Dats, including Dales
None

70m.r"

History, b 9 Medicel Ctmdlﬂom (e.g.. akergies,
race, pregnancy, mkngnndalmholuse hvar/k:dnoypmbienu
Allergic to Keflex Medication. Occas;onal

smoker and drirker. No other major health
issueg that I know of.

C. PRODUCT AVAILABILITY
Product Avaliable for Eveluation? (Do not send product to FDA)

mves

v [ Retumed to Manut on:

{mm/ddyyyy)

E. SUSPECT MEDICAL DEVICE
! BraRd MM mart Living

2 °¥!‘f'é‘8% g(')‘ﬁ‘?c“mare tte

a ufacturer N: [ State
TR e 50 salt Lake City, UT
84101

4. Model ¥ Lot 5. Operator ot Device
S801 & S8O8 9201112280 for refi] ..
\_] Heaith Prolessional
Catalog # Expliration Date (mm/ddiyyyy!|
$801 & S808 12/28/2012 L] tay UserrPatent
Serisl # Other # Other:
Not sure $801 & SBOS Persona. Use

€. if implented, Give Date (mm/ddyyyy) 7. 1t Explanted, Glve Date {rmm/ddvyyyy)

§. is this a Single-use Device that was Reprocessed and Reused on a Patient?
D Yes M No

€. it Yeu to item No. 8, Enter Name and Address of Raprocessor

F. OTHER {(CONCOMITANT) MEDICAL PRODUCTS
Product names and tharapy dates (exciude treatment o eveni)
Green Smart Living Rechargeable Super

Electronic Cigarette Model# S801 &
Now refills S pack Modeli# S808

Refuel

G. REPORTER (See confidentiality section on back)
1 Nm:nnd AM@.’

Phone # [e-mait

2. Heaith Prof wi? {3 0 th 4. Also Reported to:
D Yas m No Canaumer/Otter non Health professional u Manufacturer

5. it you do NOT want your identity disclosed TJ user Faciity
to the manulacturer, place an "X" inthisbox: ) T oistrivutor/imponter

FORM FDA 3500 (8/05)

Submission of s report does not constitute an admission that medical personns! or the product caused or contributed to the event.
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B5. Describe event or problem continued

m name, continued to feel disoriented, but this time having difficulty speaking. I was
slurring...I had passed out. I was having difficulty moving my body as it felt extremely heavy,
my hands and feet felt as if I were having a tremendous body spam causing my hands to curl in,
as seen on patients with Cerebral Palsy. It was EXTREMELY scary specially since I do not really
have health issues. I am not sure if this was caused by the e-cigarette, but I do not have any
other explanation to this mornings incident.

Mail to: MEDWATCH orFAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852.9787

Submission of a report does not constitute an admission that medical personnet or the product caused or contributed to the event.
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Frequency Is Con-
Drug Manufacturer | Dose | Unit Route Dosage Interval Unit comitant
. St En .
Diagnosis for Use D:tr; Dati Duration | Unit

FDA Comments:

WILGONJ: |*##esssns| 2012.02-27-10,00,31 |*eesstsss]
USFDAMWVOLUNTARY_202088_14727_20120226.xml

Route To: AERS :  Electronic
Route To: DQORS B : Paper
Route To: CDRH : : Paper

Need Copy for CTP

Mail to: MEDWATCH or FAX to:
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Rockville. MD 20852-9787
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