PLEASE TYPE OR USE BLACK INK

A. PATIENT INFORMATION

" Date of Birth:
14 Years

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR

Check all that apply’

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

Frequency Roule

" =

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

[] peath: [] pisability or Permanent Damage

(mm/dd/yyyy)
[] Life-threatening [ congenital Anomaly/Birth Defect

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

3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy)
04/09/2014 04/11/2014

5. Describe Event, Problem or Product Use Error
On Wednesday April 9th I washed my haid with L'ecreal
Everstrong shampoo. Then used Suave Keratin infusion
conditioner (new to me), Some of the cenditioner ran
down back of head and around my neck to the front. I
leave conditioner on for 1-2 minutes while I do the
body wash, heel scrub stuff. Then 1 rinsed. Got out of
shower and dried, I went to the mirror tec comb hair
and I noticed that my face was very red and I had
several red marks around my throat (I tock a picture
the next day). My back was itchy and when 1 looked
inte the mirror my back had a rash between my shoulder
blades and down. I ...

3. Dates of Use (If unknown, give duration) fromAa | 5. Event Abated Afler Use
(or best estimate) Stopped or Dose Reduced?
#104/09/2014 - #1 [/]Yes [ No D[Xoelsn't
pply
#2
#2 [_]Yes No Doesn't
4. Diagnosis or Reason for Use (Indication) = U D Apply
#1 to condition hair B. Event Reappeared After
Reintroduction?
#1 [ ]Yes [ |No Doesn't
» Clyes [ prers
6, Lot# 7. Expiration Date |#2 [1Yes [[INo [] 2::;""
#1022549036 h 3. NDC # or Unique ID
#2 #2

E. SUSPECT MEDICAL DEVICE

1. Brand Name

2. Common Device Name

3. Manufacturer Name, City and State

APR 1 42004

6. Relevant Tests/Laboratory Data, Including Dates

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

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

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

[ yes [Ino

7. Other Relevant History, Including Preexisting Medical Conditions (e.g.,

allergies, race, pregnancy, smoking and alcoht
Race:White

use, liver/kidney problems, etc.)

Medical Conditions:

[rmydiciyyyy)

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer (from product laks/)
#1 Name: Reratin Infusion

Strangth;

Manufacturer. Save

|_cy: (b)(6)

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 even)

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

stateM® 20 (01O

E-mail
azrosedN@q,com

Phone #
5285335079

|#2 Name:;

Strength:
Manufacturer.

2. Health Professional?

[Jves [INo

3. Decupation 4. Also Reparted to:

[ Manufacturer

[] User Facility

5, If you do NOT want your identity disclosed
[ pistributor/imparter

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

O

FORM FDA 3500 (1/09)

Submission of a report does not conslitute an admission that medical personnel or the product caused or contnbuted to the event.
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A. PATIENT INFORMATION

1. Patient Identifier |2. 9 Al
ate of Birth:
(1) (6)

u

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

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

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

[ Death:

D Disability or Permanent Damage

(mm/dalyyyy)
[] Life-threatening

[] Hospitalization - 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/yyy)
06/10/2013 04/18/2014

5, Describe Event, Problem or Product Use Error
In 2013 summer I was going to visit my country and
before leaving [ did keratin hair treatment with a
well known saloon called beauty indulgence in sugar
land, tx and before doing kerarin treatment I went to
see dermatologist first just to ask him that 1s it
safe to do or not since I was having some dry skin too
Doctar prescribed me one tube and said you can ge
ahead and do the treatment The night mare started
after the month if treaement my forehead discelor and
after three months when 1 came back to 0SA T see the
dermatologist and he gave me triluma after like few
days I was locking at me

[] congenital Anomaly/Birth Defect

. Relevant Tests/Laboratory Data, Including Dates
Skin biecpsy on March

PLEASE TYPE OR USE BLACK INK

7. Other Relevant History, Including Preexisting Medical Conditions (2.g.,
allergies, race, pregnancy, smoking and alcohol use, liver/kidney problems, elc.)

Race: -~

---------
C. PRODUCT AVAILABILITY
Product Available for Evaluation? (Do not send product to FOA]

[CJYes [£]Na
D. SUSPECT PRODUCT(S)

[] Returned to Manufacturer on:

[MmvVaoyyyy)

1, Name, Strength, Manufacturer (from produc! label)
#1 Name: Keratin

T Strength: copalla

Manufacturer.

#2 Name:
Strength
Manufacturer

2. Dose or Amount

Fraguency

Route

#1

Prednisone

ones dally

Taken by sl

#2

3. Dates of Use (If unknown, give duration) from/ta

5. Event Abated After Use

(or best estimate) Stopped or Dose Reduced?
#1 #1 []Yes No Doesn't
e Clves [ZNo []R0es

#1 Lichen planiplaruis

4. Diagnosis or Reason for Use (indication)

# [Jves [INo [] Eg;in't

8. Event Reappeared After
Reintroduction?

# []yes [JNe EES;E“"

1. Brand Name

E. SUSPECT MEDICAL DEVICE

#2
6 Lot# [ 7. Expiration Date
#1 #1
#2

Doesn't
Apply

#2 [Cyes [Ino [

2. NDC # or Unigue ID

2. Common Device Name

3. Manufacturer Name, City and State

5. Operator of Device
["] Health Professional

[ Lay User/Patient

[C] other:

4, Model # Lot#
Catalog # Expiration Date (mm/dd/yyy)
Serial # Other #

6. If Implanted, Give Date (mm/ad/yyyy)

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

[[]Yes [ No

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

Name: (B) (6)
Address: (b) (6)

City: Sugar land

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

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exclude lrealment of event)

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

Stat

e TR ZIF 77479

Phone #

(b} (B).

E-mail

lMl'FI'

2. Health Professional?

[]Yes [[INo

3. Occupation

4. Also Reported to:
[[] Manufacturer

5 Ifyou do NOT want your identity disclosed
to the manufacturer, place an "X" in this box:

O]

(] User Facility
[:l Distributor/lmporter

FORM FDA 3500 (1/09)

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



B.D. UeSCrine EVent or rromem [conunuea)

... forhead I realized my hair line is going up receding hairline and my hair can be easily pop out with roots Then
I change me doc she did my biopsy which states scarring alopecia lichen pilanpolaris at its significant stage I am

loosing my hair like crazy with roots and doc said hair won't come back since there is no follicles All of this is

because of keratin treatment
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May 02, 2014

Keratin Complex
6400 Congress Ave Suite 2000
Boca Raton, Florida 33487

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 175942.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,
o

¥ i 2
/—-’l/:(/‘—m,n. f‘)." A /é:;!_l:ﬂk
Debra Street
Chief
Emergency Response and Surveillance Branch
Center for Food Safety
and Applied Nutrition

Enclosure



This is a copy of your Report to the U.S. Consumer Product Safety Commission submitted on 4/30/2014

Incident Details

Document [1440557A

Number:
Report Number: 20140430-43443-2147444968

Report 4/30/2014
Submitted
Date:

Who You Are: Consumer

Incident | have been using suave products exclusively for about 10 years and have never had something
Description: like this happen.

About 3 weeks ago | purchased the "keratin infusion heat defense leave in conditioner" for my

hair. I was looking for something new. It worked great on my hair, and I loved it! A few weeks

later | bought the matching shampoo and conditioner "natural infusion with awapuhi, ginger, and

honeysuckle"

| used all three the first day, and noticed the conditioner made my hair smell like perming
solution (which was weird) but | styled my hair as usual and went to work. Later, | noticed some
of my hair was lighter in color, sort of golden... But brushed it off.

It was Probably the third or 4th day | used all three products, I started to style my hair as usual,
and chunks of hair started coming out of my head. The chunks look like they had been melted,
and were all different lengths. One chunk fell in my hand, and when | touched it the hair turned
to dust. Around my face I could see my hair was broken to about an inch in length.

That day | noticed it looked like I had white hair, but it was the golden, damaged hair... Like
tinsel in my dark brown.

The next day | shampooed with my regular suave shampoo and my hair started falling out in the
shower. | really thought it was all going to come out and | was going to be bald. Huge wads of
hair, over and over . | showed until they were all out and went to work. I looked awful.

Later that day | went to the salon, and she said it looked like something had "eaten" my hair. It
was all different lengths and badly damaged. She cut about four inches off (just straight)and |
purchased some high quality shampoo and conditioner. | cannot style it for fear of more
breakage and it looks horrible.

Incident Date: 4/16/2014

Incident Home/Apartment/Condominium -(b) (6) United States This

Location: is my home address

Victim Details

First Name (b) (6) CAERS 05/02/2014
Last Name: (b) (6)

Injury Incident, No Injury
Information:

Victim is of No
Hispanic/Latino
origin?

Race: White

Other
Race/Ethnicity:

My Relationship Self
to Victim:

Gender: Female
Age when 34 Years

CPSC does not guarantee the accuracy, completeness, or adequacy of the contents of the Publicly
Available Consumer Product Safety Information Database on SaferProducts.gov, particularly with
respect to information submitted by people outside of CPSC.
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incident
occurred:

Address: (b)(6)
E-mail: (b)(6)
Phone Number: (b)(6)

, United States

Product Details

Product The first product | used was Suave "keratin infusion heat defense leave in conditioner" A few
Description: weeks later | bought the matching shampoo and conditioner "natural infusion with awapuhi,
ginger, and honeysuckle" listed as anti-breakage shampoo and conditioner.

Product Shampoo and Conditioner
Category:

Product Type:
Brand Name: Suave

Manufacturer / Unilever
Importer /
Private Labeler
Name:

Model Name or 83223367, 83223359, 83176479
Number:

Serial Number: 01134JU36, 01044JU36

Date
Manufactured:

Manufacturer
Date Code:

Manufacturer Not specified
Address:

Manufacturer
Website URL:

Manufacturer
Phone Number:

Retailer: Walmart
Retailer State: Lansing, Ml

Additional Details

Purchase Date: 4/12/2014 This date is an estimate

I still have the Yes
product in my
possession.

The product N/A
was damaged
before the
incident.

The product N/A
was modified
before the
incident.

Have you Yes
contacted the
manufacturer?

CPSC does not guarantee the accuracy, completeness, or adequacy of the contents of the Publicly
Available Consumer Product Safety Information Database on SaferProducts.gov, particularly with
respect to information submitted by people outside of CPSC.
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If not, do you N/A
plan to contact
them?

Explanation: | still have all three products. | have contacted Suave, and "they are sorry and investigating” but
we are playing phone tag. They would like me to send the unused product for testing.

Your Contact Information

First Name: (b) (6)

Last Name: (b) (6)
Address: (b)(6) , United States

E-mail (b)(6)

Phone Number: (b)(6)

Consent

May we include No, do not include my Report on SaferProducts.gov.
your Report,
including any
documents or
photographs
that you have
attached to
your Report,
but without
your name and
contact
information, in
CPSC's Public
Database?

May we release Yes, you may release my name and contact information to the product manufacturer /importer /
your name and private labeler.
contact
information to
the product
manufacturer /
importer /
private labeler
identified in
your Report?
| certify that | Yes

have reviewed
the Report and
that the
information
provided in this
Report is true
and accurate to
the best of my
knowledge,
information,
and belief.

OMB Control Number 3041-0146

CPSC does not guarantee the accuracy, completeness, or adequacy of the contents of the Publicly
Available Consumer Product Safety Information Database on SaferProducts.gov, particularly with
respect to information submitted by people outside of CPSC.
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May 21, 2014

Unilever Home & Personal Care USA (Division
of Conopco, Inc.)

920 Sylvan Ave.

Englewood Cliffs, New Jersey 07632-3313

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 176203.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,
ff’)

A P
e ﬁ{ A/Aq_,._; t/’ /éﬁ;ﬂl\

Debra Street

Chief

Emergency Response and Surveillance Branch
Center for Food Safety

and Applied Nutrition

Enclosure



Date of Birth:
20 Years

In confidence (bll (B)P .

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check all that apply
1. [/] Adverse Event

(b) (6)

[:I Product Problem (e.g., defects/malfunctions)

[C]Product Use Error [ ] Problem with Different Manufacturer of Same Medicine

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

[] eath:
(mm/ddryyyy) 4
D Life-threatening [:] Congenital Anomaly/Birth Defect

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

D Disability or Permanent Damage

3. Date of Event (mm/ddYyyyy) 4. Date of this Report (mm/dd/yyyy)
04/25/2014 05/06/2014

5, Describe Event, Problem or Product Use Error
Got a Brazilian blowout and was told formaldehyde only
affects the hairdresser, I have now been sick for a
week after. I'm nauseous all the time, have constant
headaches, fatigue after 3 hours of movement and have
no appetite at all, I feel miserable for a person that
is 30 healthy. T don't smoke or drink at all. I eat
organic and gluten free most of the time. I workout
and go to yoga regularly.

8. Relevant Tests/Laboratory Data, Including Dates
Going to the dr on Thursday.

PLEASE TYPE OR USE BLACK INK

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

Race:White

For additional information ses B7 below.

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

] ves m No

D Returned to Manufacturer on

Terrm e Tt il

.
Strength' Brazilian blowout
Manufaclurer

#2 Name.
Strength:
Manufacturer

2. Dose or Amount Frequency
#1 s

H2

3 Dates of Use (If unknown. give duration) fromfo | 5. Event Abated After Use

(or best estimate) Stopped or Dose Reduced?
#104/25/2014 - #1 []Yes [/]Ne DADoelsn‘(
PRy
#2
= #2 [JYes [[JNo []Dossnt
4. Diagnosis or Reason for Use (/ndication) Apply
#1 Straighten hair 8. Event Reappeared After
Reintroduction?
# Yes No Doesn't
) Oves [ONe [£] Apply
5. Lot# 7. Expiration Date #2 [Jyes [INo DR;:;M
#1 Ll

9. NDC # or Unique ID

E. SUSPECT MEDICAL DEVICE
1. Brand Name

ol
VAY ~ 7 214

2. Common Device Name

3. Manufacturer Name, City and State

4. Model # Lot # 5. Operator of Device
[C] Health Professional
Catalog # Expiration Date (mm/ddfyyyy) [:] Lay User/Patient
[] other:
Serial # Other #
8. If implanted, Give Date (mm/dd/yyy) | 7. If Explanted, Give Date (mm/daddyyy)
8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
[]yes [[INo
9. If Yes to ltem 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
Name: IRY

paiss (D) (6)

P S R

r.\.’ T

2 Health Professional?| 3 Occupation 4, Also Reported to:
[]Yes [JNa [] Manufacturer
5. If you do NOT want your identity disclosed [] user Facility

to the manufacturer, place an "X" in this box: [ ] Distributor/importer

[

FORM FDA 3500 (1/09)

Submission of a report does not constitute an admission that medical personnel or the product caused or conltributed to the event.
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RAcen\A AL

2.Ag
Date of Birth:
27 Years

W) (6)

in confidence

I:] Male

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check all that apply:
1, [V] Adverse Event

Female

Far VM TINTARY renartinn af ol

[ Product Problem (z.g., defects/malfunctions)
[T]Product Use Error [_| Problem with Different Manufacturer of Same Medicine

HEE UMB SIBIEMETH ON NMVerse.

¢, Dose or Amount Froquency Route

# —

H2

(mmddd/yyyy)

[[] Life-threatening

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

[[] Death:

D Disability or Permanent Damage

[:I Congenital Anomaly/Birth Defect

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

3. Dates of Use (If unknown, give durafion) from/o | 5, Event Abated After Use
(or best estimate) Stopped or Dose Reduced?
#104/25/2014 - #1 [Jyes [/]No []Doesn'l
) Apply
#2 [Jves No Doesn't
4. Diagnosis or Reason for Use (Indicalion) D D D Apply
#1 Straightsn hair 8. Event Reappeared After
Reintroduction?
# Yes [JNo [/]Doesnt
7 1 ClYes (I [7]D0e
8 Lot# 7. Expiration Date  |#2 [[]Yes [JNo Dm”‘
" " 9. NOC # or Unique ID

3. Date of Event (mm/dd/yyyy)
04/25/2014

05/07/2014

4. Date of this Report (mm/ddfyyyy)

E. SUSPECT MEDICAL DEVICE

5. Describe Event, Problem or Product Use Error

Used a keratin hair smoothing treatment
have continued to have blisters appear on my neck and

around my halrline

2weeks ago and

1 Brand Name

2. Common Device Name

3, Manufacturer Name, City and State

PLEASE TYPE OR USE BLACK INK

. Relevant Tests/Laboratory Data, Including Dates

4 Model # Lot# 5. Operator of Device
[] Heaith Professional
Catalog # Expiration Date (mmvdadyyy)| [_] Lay User/Patient
[] other:
Serial # Other #

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

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

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

C. PRODUCT AVAILABILITY
Produet Available for Evaluation? (Do not send product lo FDA)

[] Yes
D.

Race:Black/African American

For additional information see BT below.

No
SUSPECT PRODUCT(S)

[] Returned to Manufacturer on:

7. Other Relevant History, Including Preexisting Medical Conditions (e.g.,

allergies, race, pregnancy, smoking and alcohol use, liver/kidney problems, efc.)

— (mmdayyyy]

3-Name, Strength, Manufacturer (from product labed)

LA

e T

Namie: geratin treatments

MNamea
Strength:
Manufacturer:

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

Nm:{lj){ﬁ].

Address. (B) ()

City: Kingsport State: TN ZIP: 37664

Phone # E-mail
L.
| IZ Haatth Prat 1713 0 ti : T4 Alan Rancrtadta: |
|L]Yes | |No I || Manufacturer
5, If you do NOT want your identity disclosed [] user Facility

[] pistributor/importer

O

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

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.

wuLrw Y



Medical Conditions: None

Allergies: Hydrocodone
Important Informatien: Smoker

RX Meds: Phentermine 37mg

OTC Meds: Bl2
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PLEASE TYPE OR USE BLACK INK

A, PATIENT INFORMATION 2. Dose or Amount Frequency Route
1. Pationt Identifier | 2. Ag : "1 = =
iy & Date of Birth: 165
43 Years Fema}e -] v ===
Male an
In confidence 0 |
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: (or best estimate) Stopped or Dose Reduced?
; Daoesn't
{. Adverse Event D Product Problem (& g, defects/malfunctions) # #1 D Yes No D Apply
- o P #2
[ ]Product Use Error [_| Problem with Different Manufacturer of Same Medicine . #2 []Yes [INo []Doesnt
2. Outcomes Attributed to Adverse Event 4. Diagnosis or Reason for Use (Indication) Apply
(Check ail that apply) #1 Hair conditioning treatment 8, Event Rnppoa;ed After
Reintroduction
D Death; D Disability or Permanent Damage o i
T 5 #1 [Jyes [JNo A::;ﬂ
[ 7] Life-tnreatening [ Congenital Anomaly/Birth Defect =
oesn't
[[] Haspitalization - initial or prolonged ] Other Serious (Important Medical Events) | | 8- Lot # 7. Expiration Date #2 [lves TINe: [ Apply
I:] Required Intervention to Prevent Permanent Impairment/Damage (Devices) #1 3 9. NDC # or Unigue 1D
3. Date of Event (mm/dddyyyy) 4. Date of this Report (mm/dd/yyyy) i 2
D5/16/2014 05/18/2014 E. SUSPECT MEDICAL DEVICE
5. Describe Event, Problem or Product Use Error 1. Brand Name

T had "keratin conditioning" treatment on Friday

afterncon. The brand of keratin was GK / Global

Keratin, I de not know ¢f @ specific formulation, My 2. Common Device Name m
&

hair was washed and then the keratin applied to ny
towel dried hair. The cesmertologist used a bowl and
brush to apply the solution. When the application was
complets, I sat for about 5 minutes, then she used a
blow drier to dry my hair. She then used a hot flat
iron on my hair. During the hot iron porticn of the
treatment, I felt my scalp rtingling bur it did not

3. Manufacturer Name, City and State

VAY 19 2014

seenm significant at the time. About 24 hours after the ||4 Model# Lot# 5. Operator of Device
treatment, my scalp began ... [ Health Professional
Catalog # Expiration Date (mm/da/yyyy) | [_] Lay User/Patient
D Other
6. Relevant Tests/Laboratory Data, Including Dates Serial # Other #

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?
[Jves [Ino

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

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

ARk Ehate F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

For additional information see B7 below. Product names and therapy dates (exclude trealment of event)
G. REPORTER (See confidentiality section on back)
1. Name and Address
C. PRODUCT AVAILABILITY Name(b) (B) -
Product Available for Evaluation? (Do noi send product ta FDA) Address: (1) (6)

[Jves [F]lNo  [] Returned to Manufacturer on

D. SUSPECT PRODUCT(S) Clty ) (6) State 8 ZIP (B) (6)

1.-Name, Strength, Manufacturer (from product labe/) Friphas E-mail

#1 Name: clobal Keratin (B) (6) () (6)
SI;Iength.

| Manufaclurer: 2 Health Professional?| 3. Occupation 4. Also Reported to:

#2 Name: [Jyes [(Ino ] Manufacturer
Strength 5. If you do NOT want your identity disclosed [[] User Facility
Manuiaclurer to the manufacturer, place an "X" in this box: D D 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.
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June 03, 2014

Global Keratin Corp
5555 Ravenswood Rd, Ste 16B
Fort Lauderdale, Florida 33312

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 176596.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

Ted Elkin

Director

Office of Analytics and Outreach
Center for Food Safety

and Applied Nutrition

Enclosure



A, PATIENT INFORMATION
1, Patient Identifier |2

. Age at Time
Date of Birth:

£l Years

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check all that apply:
1.[V] Adverse Event [ | Product Problem (2.g., defects/malfunctions)

[]Product Use Error [_| Problem with Different Manufacturer of Same Medicine

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

D Death: D Disability or Permanent Damage

(mm/ddryyyy)
[] Life-threatening [] cengenital Anomaly/Birth Defect

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

3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy)
05/16/2014 06/04/2014

5. Describe Event, Problem or Product Use Error
I am a 62 year old white female who was born with
thick curly, frizzy hair. I purchased Tresemme's
Keratin Smcoth 7-Day Smooth System from my local
Target Store and used it as per the package directions
for about a month. Soon my hair began 2o neticeably
fall out. I get my hair cut every 5 weeks and my hair
dresser is very alarmed at the noticeable hair loss I
have experienced,

6. Relevant Tests/Laboratory Data. Including Dates
Recent blocd lak

PLEASE TYPE OR USE BLACK INK

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

Race:White

For additional information sas B7 helow.

D. SUSPECT PRODUCT(S)

| 1. Name, Strength, Manufacturer (from product Jabel)

L L - L

= INSTIS.
Strength!
Manufacturer:

2.  Dose or Amount Frequency Route
#1 s
H2
3 Dates of Use (If unknown, give duration) froms | 5. Event Abated After Use
(or best estimatg) Stopped or Dose Reduced?
1 about 1 month = T # [JVes [7TNg D‘Hu;sn‘t
poly
#2
#2 [Jves [JNo Doesn't
4. Diagnosis or Reason for Use (Indication) O U U Apply
#1 Temporarily straighten curly, 8. Event Reappeared After
frizzy hair. Reintroduction?
#1 [ |Yes No Doesn't
#2 O O 7 Apply
6. Lot# 7. Expiration Date #2 []Yes [INo DRS;@""
’” i 9. NDC # or Unique D
#2 #2

E. SUSPECT MEDICAL DEVICE

1. Brand Name

2. Common Device Name

Ciw
JUN =~ 5 apy4

3, Manufacturer Name, City and State

4, Model # Lot # 5. Operator of Device
D Health Prefessional
Catalog # Expiration Date (mmv/dd/yyyy) | [_] Lay User/Patient
[] otner:
Serial # Other #
8. If Implanted, Give Date (mmvdddryyy) | 7- If Explanted, Give Date (mm/ad/yyyy)

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

BVBS E] No

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

L

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exclude treatment of evenl)

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

City. (D) (6} Stale:M®  ZIP' D) (B)
Phone # E-mail
by (6Y (b) (6) '3
5. If you do NOT want your identity disclosed [ User Facility
to the manufacturer, place an "X" in this box: E] D 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.



SERPBR
B.5. Relevant Tests/Laboratory Data, Including Dates (coniinued)

... work indicate my hormone levels are at pre-menopausal stage (I had a hysterectomy at 40). One thyreid indicator
was also puzzling leaving my docter fo recemmend retest in & weeks. I have also been experiencing long bouts with
nausia and digestive discemfort.
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. Other Relevant History, Including Preexisting Medical Conditions (e g., allergies, race, pregnancy, smeking and alcohol Lise, hepalic/renal dysfunchon, ate) [centinued)

Mesieed) Conditisone ) High blood presweire

Allsrgies. Nane

;;\;;::;; Information: Non=smoker, non—drinker, no straet drugs

;.):-;l;:—!-s:--oﬁca:dis 80, Bystolic

;;-;:;:- Muitiple vitamin, Olive leaf exatract, Red yeast rice, Sam- (400 mg), Ester=C (500 my), Glucosamins(Chrondrpitin [(Advanced Formuala), Blotin
110,900 mcqgl




June 25, 2014

Unilever United States, Inc.
920 Sylvan Ave.
Englewood Cliffs, New Jersey 07632-3313

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 176963.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

Ted Elkin

Director

Office of Analytics and Outreach
Center for Food Safety

and Applied Nutrition

Enclosure



FACTS Complaint #134206 (CAERS #177161

- I\ fEN







Remarks
Flrst use of product; complainant has allergies to shrimp, dustmites, cats; complainant administered inhaler

Adverse Events

There is no adverse event information listed for this consumer complaint report.

[Close]
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June 24, 2014

Copomon Enterprises, LLC
7700 Congress Ave Ste 2201
Boca Raton, Florida 33487-1361

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 177161.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

Ted Elkin

Director

Office of Analytics and Outreach
Center for Food Safety

and Applied Nutrition

Enclosure



PLEASE TYPE OR USE BLACK INK

A. PATIENT INFORMATION
l.:atiem Identifier i

. Age me o
Date of Birth:
25 Years

(b) (6)
In confidence

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

1.[/] Adverse Event | | Product Problem (2.g.. defects/malfunctions)
[]Product Use Error [_| Problem with Different Manufacturer of Same Medicine

z, Outcomes Attributed to Adverse Event
(Check all that apply)

D Death:

or

E] Disability or Permanent Damage

(mm/dd/lyyyy)
[] Lite-threatening [ ] congenital Anomaly/Birth Defect

[[] Hospitalization - initial or prolonged [/] Other Serious (Important Medical Events)
[:] Required Intervention lo Pravent Permanent Impairment/Damage (Devices)

3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy)
06/18/2014 06/22/2014

5. Describe Event, Problem or Product Use Error
My salon has been using the Brazilian Blowout Praduct
for a couple years. After all the complaints a couple
years ago, we were informed by the employer that the
product was safe and the level of formaldehyde was
withan the FDAs "safe" levels, We have no ventilation
system in the salon, even after repeatedly asking for
one. I am still requireéd to do the service and I have
been having to do about one a week for the past two
months, Normally, I experience burning, watering eyes,
blurred vision, sore throat, loss of taste/smell
afterwards, migraines, nausea, and chest discomfort. I
have been sick ...

6. Relevant Tests/Laboratory Data, Including Dates

7. Other Relevant History, Including Preexisting Medical Conditions (e.g.,
allergies, race, pregnancy, smoking and alcohol use, liverkidney problems, eic.)

Race:White

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

[MYyes [INo [] Returned 1o Manufacturer on:
[mmvadyyyy)

D. SUSPECT PRODUCT(S)

1. Name, Strength, Manufacturer (from product label)
#1 Name, Brazillan Blowout
Strength. Brazilian Blowgut
Manufacturer

#2 Name
Sirength;
Manufacturer:

2. Dose or Amount Frequency Route
" -- W T
#2
3. Dates of Use (If unknown, give duration) from#o | 5. Event Abated After Use
(or best estimate) Stopped or Dose Reduced?
#1 #1 [|Yes [/I|No []Doesn't
W2 Apply
#2 []Yes No Doesn't
4. Diagnosis or Reason for Use (Indication) L] = = Apply
#1 8. Event Reappeared After
Reintroduction?
#1 Yes No Doesn't
) [dyes [Ino 4] i
6. Lot# 7. Expiration Date _|#2 []Yes [Ino [ Ep"g;“‘
m ¥ 9. NDC # or Unique ID

E. SUSPECT MEDICAL DEVICE
1. Brand Name

2. Common Device Nama

c

3. Manufacturer Name, City and State

JUN 2 3 2014

4. Model # Lot# 5. Operator of Device
[[] Health Professional
Catalog # Expiration Date (mavda/yyyy) | [[] Lay UserPatient
D Other:
Serial # Other #

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

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

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

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exclude treatment of avent)

G. REPORTER (See confidentiality section on back)

1. Name and Address
Name{b) (B)
Address: (b).(6)

State: B ZIP:
E-mail

®)(6)

City: Wyomissing 19610

Phone #

2 Health Professional?

[]yes [JNo
5. If you do NOT want your identity disclosed
to the manufacturer, place an "X" in this box:

3. Occupation 4 Also Reported to:
[) Manutaciurer
[] user Facility

D Distributor/importer

O

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



B.b, Uescribe Event or Problem (continued)

and put on antibiotics for throat/chest infections more in the past year alone more than in the past ten vears
combined. After the most recent treatment, last Wednesday, I had chest pain, chest tightness, shortness of breath,
and labored breathing constantly. It has been almost five days. I have an appointment with the doctor tomorrow
morning. It has prevented me from doing normal daily activities for five days. I have no prior medical concerns
involving lung function, asthma, allergies, or fatigue. I cannot understand how hair stylists are still having to
be subjected to this torture! When is the FDA going to step in and stop the release of this poison to saleons? Even
with a doctors note for me to be excused from performing the service, I still have to be in the salon while others
perform the service. The one I did on Wednesday sent a co-worker in her 60's to the bathroom vemiting. It's hurting
all of us. We have had enough of this company jumping through locop-holes, it needs to be banned. Before someone
gets permanent medical damage. Thank vou.
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FACTS Complaint #137637 (CAERS #177818
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PLEASE TYPE OR USE BLACK INK

11, Maine, Strength, Manufacturer (from product label)

MEDWATCH

Date of Birth:
39 Years

In confidence @]m D Mo

B, ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check all that apply:
1.[v] Adverse Event [ | Product Problem (e.g., defacts/malfunctions)
[T]Product Use Error [_| Problem with Different Manufacturer of Same Medicine

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

[[] Death:

Female

Z] Disability or Permanent Damage

(mm/ddiyyyy)
[] Life-threatening [] congenital Anomaly/Birth Defect

["] Hospitalization - initlal or prolanged [7] Other Serious (Important Medical Events)
[:] Required Intervention to Prevent Permanent Impairment/Damage (Devices)

3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/ddiyyyy)
07/14/2014 07/14/2014

5. Describe Event, Problem or Product Use Error
I Am a licensed cosmetologist, I have been practicing
for approximately 22 years. In the last five years a
product called Brazilian blowout, and now known as
keratin treatments have become popular, Since my first
exposure to the smoke being burned In the air, I
noticed it made me sick. I chose to never do them,
however other stylist do. Now, five years later....
am confident after last weeks exposure that this
treatment is making me very sick., This is my second
chemicals burn in my throat after being exposed to the
chemicals by just being at work while another stylist
was doing one. Not it

I

o

. Relevant Tests/Laboratory Data, Including Dates

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

Race:White

For additional information see B7 below.

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

[] Returned to Manufacturer on:

[AYes [No
D. SUSPECT PRODUCT(S)

I (G057

#Z Name
Strength;
Manufacturer:

] For VOLUNT.’\!E“' reparting of

-

See OMB stalament on reverse,

l'_ll_ - _I_I m_ i

2 Doseor Amount
#1

A

3. Dates of Use (If unknown, give duration) from/Ao

Frequency

5. Event Abated After Use

(or best estimate) Stopped or Dose Reduced?
#1 #1 [/]Yes [[]No []Doesnt
. eives R0 [T
#2 [|Yes [[JNo []Doesnt
4. Diagnosis or Reason for Use (Indication) O O 0 Apply

1 Tro =traighten and smoothe the hair._ |8, Event Reappeared After
Reintroduction?
#2 #1 [/]Yes []No [ |Doesnt
Apply
6. Lot# 7. Expiration Date #2 [JYes [[No Dgxisym

# 9, NDC # or Unique ID

E. SUSPECT MEDICAL DEVICE

1. Brand Name

2. Common Device Name

Cv
JUL 152018

3. Manufacturer Name, City and State

4. Model # Lot# 5. Operator of Device
[] Health Professional
Catalog # Expiration Date (mm/dd/Ayyy)| [_| Lay User/Patient
E] Other
Serial # Other #

6_If implanted, Give Date (mm/dd/yyyy) | 7. i Explanted, Give Date (mm/da/yyyy)

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

9. If Yes to ltem 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

Name: (b) (6)
Address:
City Sigte. -~ ZIP
Phane # | E-mail
] Yes [ 1No ’ ] Manufacturer
5, If you do NOT want your identity disclosed [] aer Facity
to the manufacturer, place an "X" in this box: [:| [:] Distributor/importer

FORM FDA 3500 (1/09)

Submission of a report does not canstitute an admission that medical personnel or the product caused or contributed 1o the event,

nannna
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ACK INK

PLEASE TYPE OR USE I

Check all that apply:
1.[/] Adverse Event
[1Product Use Error [_| Problem with Different Manufacturer of Same Medicine

D Product Problem (e g, defscts/malfunciions)

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

[[] peath: Disability or Permanent Damage

(mm/ddlyyyy)
[] Life-threatening [] Congenital Anomaly/Birth Defect

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

3. Date of Event (mm/dd/yyy) 4, Date of this Report (mm/dd/yyyy)
08/20/2014 08/21/2014

5. Describe Event, Problem or Product Use Error
Sée page 2 for complete text.

s

8. Relevant Tests/Laboratory Data, Including Dates
See page 3 for complete text.

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

See page 4 for complete text.

C. PRODUCT AVAILABILITY
Product Available for Evaluation? (Do not send produet fo FDA)
Yes |/]No Retumed to Manufacturar on
U a - T adyyyy]

D, SUSPECT PRODUCT(S)

1. Nama, Strength, Manufacturer (from produc! label)
#1 Name: Brazilian Blowout
Strength
Manufacturer: Brazilian Blowcut
#2 Name:
Strength
Manufacturer;

FORM FDA 3500 {1/08)

3. aves of Use (IT uNKnowrn, give auration; rrommo O, EVENT ADATEd ATET USE

(or best estimate) Stopped or Dose Reduced?
#1 08/20/2014 - 0B/20/2014 #1 [JYes [¢]No []Deesnt
Apply
#2
#2 [ |ves [INo Doesn't
4. Diagnosis or Reason for Use (Indication) D D D Apply

8, Event Reappeared After
Reintroduction?

#1 Halr stralghtening

0 #1 []Yes [|No [¢]Doesnt
CINe (]9 o

6. Lot# 7. Expiration Date #2 [Jves [JNo [[]Doesnt

#1 #1 Apply

9. NDC # or Unique ID

E. SUSPECT MEDICAL DEVICE
1. Brand Name

2. Common Device Name

ALLC 63 & 9n4s
3. Manufacturer Name, City and State AU & 8 L0y
4. Model # Lot # 5. Operator of Device
D Health Professional
Catalog # Expiration Date (mm/dayyyy)| [ Lay User/Patient
] other
Serial # Other #

6. If Implanted, Give Date (mm/dd/dyyy) | 7. If Explanted, Give Date (mm/ddfyyyy)

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

[Jyes [INo

8. if Yes to Item No. B, 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

Address
City Siate. -~ ZIP;
Phone # | E-mail

(b) (8)

4. Also Reported to:
V] Manufaciurer
[] User Facility
[ oistributor/importer

2. Health Professional?

[JYes [INo

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

3. ODccupation

O

Submission of a repor does not constitute an admission that medical personnel or the product caused or confributed o the event
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August 26, 2014

Brazilian Blowout
28001 Dorothy Dr
Agoura Hills, California 91301-2609

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 178816.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

Ted Elkin

Director

Office of Analytics and Outreach
Center for Food Safety

and Applied Nutrition

Enclosure



PLEASE TYPE OR USE BLACK INK

A. PATIENT INFORMATION
. Patient ldentifier

(b) (6)

.Agea
Date of Birth:
51 Years

|

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check all that apply:
1.[/] Adverse Event [ _| Product Problem (e.g., defects/malfunctions)
[[]Product Use Error [_| Problem with Different Manufacturer of Same Medicine

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

[C] peath: D Disability or Permanent Damage

(mm/ddlyyyy) ) :
[:l Life-threatening D Congenital Anomaly/Birth Defect

[T] Hospitalization - 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)
08/22/2014 08/23/2014

5. Describe Event, Problem or Product Use Error
See page 2 for complete text.

6. Relevant Tests/Laboratory Data, Including Dates

7. Other Relevant History, Including Preexisti
allergies, race, pregnancy, smoking and alcol

See page 4 for complete text.

Medical Conditions (e.g.,
use, liver/kidney problems, efc.)

e Name:
Strength:
Manufacturer:

FORM FDA 3500 (1/09)

2. Dose or Amount Frequency Roule
#1 -—

L¥

5. Event Abated After Use
Stopped or Dose Reduced?

#1 Yes No Doesn't
. iz L Apply

#2 [Jves [INo Doesn't
[Jves CIne []Z0cw
8, Event Reappeared After

3. Dates of Use (If unknown, give duration) fromAc
(or best estimate)

#1 08/22/2014 -
#2

4. Diagnosis or Reason for Use (/ndication)
#1 To calm curly, frizzy hair.

Reintroduction?
#1 [ves No Doesn't
) Cves e [ o
6. Lot# 7. Expiration Date | #2 []Yes [JNo []20esn
# # 9. NDC # or Unique ID
#2 #2

E. SUSPECT MEDICAL DEVICE

1. Brand Name

2. Common Device Name

AUG 25 2pi4

3. Manufacturer Name, City and State

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

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?
[CJyes [JNo

9. i 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

—
[ user Facility
D Distributor/importer

el = R |

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

O

Submission of a report does nat canstitute an admission that medical personnel or the product caused ar contributed to the event,

000001



£

B.5. Describe Event or Problem (continued) = £

I received a Keratin hair treatment-Brazilian Blowout-this afternoon. This was my second treatment at this salon
and I hadn't experienced any side effects before. My stylist (both times) assured me that the product he was using
is formaldehyde-free, (He used the same product both times) This time after he applied the treatment, my eyes began
to water, and soon my nose was running, my throat was tingling and I began coughing. At one point, he gave me a
mask (but not at first) and then after I began coughing, he brought out a fan. My symptoms subsideded somewhat, but
for a few minutes I was afraid I was going to develop breathing problems and was starting to panic. After my
stylist finished drying my hair, I asked him again if there was any formaldehyde or other chemical similar to it in
the product and he said no. I told him there was definitely something dangerous in the product and that T wanted to
know what it was., He showed me an over the counter product called Brazilian Blowout Acai anti-frizz conditioner
(which I purchased) and said it was the same company that made the keratin treatment and that there are no
formaledhyde-like chemicals in it. I told him T was going to google it tonight and inform myself b/c there is
definitely a dangerous chemical or two in the product he used. I am concerned for myself and for any of the other
people in the salon who might have been exposed to the gas from my treatment. I will never submit to a keratin
treatment again. T would like to know what the FDA has done and can do to help warn customers and stylists about
the hazards of keratin treatments in salons. If these types of treatments are permitted by law (which I don't think
they should be), can you require salons to post something about the products, and at least give the customers a
verbal warning that they might be endangering their health? Thank you.
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August 26, 2014

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 178843.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

Ted Elkin

Director

Office of Analytics and Outreach
Center for Food Safety

and Applied Nutrition

Enclosure






September 15, 2014

Yehia Company
1455 East 53rd
Chicago, Illinois 60018

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 178972.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

Ted Elkin

Director

Office of Analytics and Outreach
Center for Food Safety

and Applied Nutrition

Enclosure
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October 09, 2014

Cadiveu Cosmeticos
Martim De Sa 75
Sao Paulo,

Brazil

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 179044.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

Ted Elkin

Director

Office of Analytics and Outreach
Center for Food Safety

and Applied Nutrition

Enclosure



PLEASE TYPE OR USE BLACK INK

Check all that apply
1.[/] Adverse Event
[C]Product Use Error [_| Problem with Different Manufacturer of Same Medicine

D Product Problem (e.g., defects/malfunctions)

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

[:l Death: E] Disability or Permanent Damage

(mm/ddiyyyy)
D Life-threatening D Congenital Anomaly/Birth Defect

[C] Hospitalization - initial or prolonged [_] Other Serious (Impontant Medical Events)
[:] Required Intervention to Prevent Permanent Impairment/Damage (Devices)

3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy)
08/15/2014 08/10/2014

5. Describe Event, Problem or Product Use Error
See page 2 for complete text.

6. Relevant Tests/Laboratory Data, Including Dates
See page 3 for complete text.

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

See page 4 for complete text.

C. PRODUCT AVAILABILITY

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

Tyes [ 1No [1Returned to Manufacturer on:

#< Name:
Strength:
Manufacturer:

FORM FDA 3500 {1/09)

J. uawes or U§8 (IT UNKNOWwnA, give guracon} ramea J. EVENL ApaEU AT USE
(or best estimate) Stopped or Dose Reduced?
#1 #1 []Yes No [ ]Doesnt
5 Apply
#2 [ |Yes No Doesn't
4. Diagnosis or Reason for Use (Indicalion) D D O Apply
#1 8. Event Reappeared After
Reintroduction?
#2 #1 [JYes [INo []Doesn
Apply
6. Lot# 7. Expiration Date  |#2 [IYes [INo [] 23:;”"
o s 3. NDC # or Unique ID

E. SUSPECT MEDICAL DEVICE
1. Brand Name

2. Common Davice Name

(% (/]

0N
3. Manufacturer Name, City and State ok I j 20 M
4. Model # Lot# 5. Operator of Device
[[] Health Professional
Catalog # Expiration Date (mm/dd/yyyy)| [ ] Lay User/Patient
D Other:
Serial # Other #

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

B. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
[ ves (o

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
Name: Florence Milloen
Address:

§ T e

[C] User Facility
D Distributor/Importer

LJ 7% |__jivw [
5. If you do NOT want your identity disclosed
to the manufacturer, place an "X" in this box:

O

Submission of a report doas not constitute an admission that medical parsannel or the product caused or contributed to the event
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PLEASE TYPE OR USE BLACK INK

Check all that apply: (or best estimate) Stopped or Dose Reduced?
1.[V] Adverse Event [ ] Product Problem (e.g., defects/malfunctions) " #1 [ves [Z]No DR:;;“
i #2
[C1Product Use Error [_| Problem with Different Manufacturer of Same Medicine - #2 [Jves [JNo []Doesnt
2. Outcomes Attributed to Adverse Event 4. Diagnosis or R for Use n) Apply
(Check all that apply) #1 Straightening the hair 8. Event Reappeared After
[ peath: 7] Disability or Permanent Damage Reintroduction? ‘
) # #1 [ves LiNe EIZEM
D Life-threatening |:] Congenital Anomaly/Birth Defect
't
[7] Hospitalization - initial or prolonged [ ] Other Serious (Important Medical Events) | ©- Lot# 7. Expiration Date |#2 []ves [INo [ 1205
D Required Intervention to Prevent Permanent Impairment/Damage (Devices) # » 9. NDC # or Unique ID
3. Date of Event (mm/ddyyyy) 4. Date of this Report (mm/ddyyyy) e "2
01/07/2015 01/08/2015 E. SUSPECT MEDICAL DEVICE
5. Describe Event, Problem or Product Use Error 1. Brand Name
See page 2 for complete text.
s
2, Common Device Name Laniah o
AN - g

3. Manufacturer Name, City and State i

Model # Lot # ——

4. s .. | 5. Operator of Device

[C] Health Professional
Catalog # Expiration Date (mmv/ddyyyy) D Lay User/Patient
[ other.
6. Relevant Tests/Laboratory Data, Including Dates Serial # Other #
6. If Iimplanted, Give Date (mm/dddyyy) | 7. If Explanted, Give Date (mm/dd/yyyy)
8. Is this a Single-use Device that was Reprc d and R: d on a Patient?
[Jyes [INo

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

Product names and therapy dates (exciude treatment of evenl)

G. REPORTER (See confidentiality section on back)

1. Name and Address

C, PRODUCT AVAILABILITY Name (D) (6)

Product Available for Evaluation? (Do not send product to FDA) Address (b} (6)
[[] ves No [7] Retumed o Manufacturer on:
{mVoayyyy] -
D. SUSPECT PRODUCT(S) City: () (6) State: B8 Z1P: (b)(6)
1. Name, Strength, Manufacturer (from product label) Phone# Enell
#1 Name: Keratin treatment Rejuvenol (b) (8) {b) (6)
Strength: ?wasnt told
Manufacturer: Rejuvenol 2, Health Professional? | 3. Occupation 4. Also Reported to:
#2 Name: Clyes [JNo ] Manufacturer
Strength: 5. If you do NOT want your identity disclosed [] User Facility
Manufacturer; to the manufacturer, place an "X" In this box: D D 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,
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February 05, 2015

Rejuvenol
415 Bayview Ave
Amityville, New York 11701

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 181880.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

/

Lyle Canida, Pharm.D., M.S.

LCDR, U.S. Public Health Service

Branch Chief, Signals Management Branch
Division of Public Health Informatics &
Analytics

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure



PLEASE TYPE OR USE BLACK INK

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION
hl?’l,!i!ﬂl Identifier

. me
Date of Birth:

(©18)

Female

In confitence L] W
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check all that apply:

1. [V] Adverse Event || Praduct Problem (e.g , defects/malfunctions)

[C]Product Use Error || Problem with Different Manufacturer of Same Medicine

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

[] peath:

aor

E Disability or Permanent Damage

(mm/adiyyyy)
D Life-threatening

[] Hospitalization - initial or prolonged [ Other Serious (Important Medical Events)
E] Required Intervention to Prevent Permanent Impairmant/Damage (Devices)

3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/lyyyy)
01/08/2015 01/14/2015

5. Describe Event, Problem or Product Use Error
S5ee page 2 for complete text.

["] congenital Anomaly/Birth Defect

€. Relevant Tests/Laboratory Data, Including Dates
See page 3 for complete text.

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

See page 4 for complete text.

C. PRODUCT AVAILABILITY
Product Available for Evaluation? (Do nof send product tn FDA)

[TJYes [#]No

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer (from product labiel)
#1 Neme: Srazillan Blowout
Strength:
Manufacturer
|2 Name:
Strangth:
Manufacturer:

FORM FDA 3500 (1/09)

[ Returned to Manufacturer on
MAVoayYYY)

adverse events, product problems and
product use etrors

Triage unit R £ 7 L G
sequence # L) 7 7 X £ .
2, Doseor Amaunt Fraquency Route
"1 — L
#2 i

£. Event Abated After Use
Stopped or Dose Reduced?

#1 []Yes [7]No [ ]Doesn't
Apply

#2 [JYes [INo ngn"

8. Event Reappeared After
Reintroduction?

3. Dales of Use (If unknown, give duration) from/o
(or best estimate)

# 01/08/2015 -
L.

4. Diagnosis or Reason for Use (Indication)
#1 This product was applied tiy 2
professional stylist at

23100

#2 #1 [JYes [|No Doesn't
Apply
G Lot# 7. Expiration Date _ [#2 [ 1Yes [INo [] 2:;;“"
" ¥ 3. NDC # or Unique ID
#2 #2

E. SUSPECT MEDICAL DEVICE

1. Brand Name

2. Common Device Name
,-,L:.| d
Ml

3. Manufacturer Name, City and State

IAN [ & 7np
Al }
4. Model # Lot# 5. Operator of Device
l____] Health Professional
Catalog # Expiration Date (mm/dd/yyyy) I:] Lay User/Patient
I:] Other:
Serial # Other #

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

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

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

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Praduct names and therapy dates (exclude freatment of event)

G. REPORTER (See confidentiality section on back)

1. Name and Address

Name: (b) (6)
Address: {b] (6)
City: (b)(6) State, B¢ ZIP: {b)(6)
Phone # E-mail
{b}(6) (b} (6)
2. Health Professional?| 3. Occupation 4, Also Reported lo:
[ ¥es []No V1 Manufacturer
5. If you do NOT want your identity disclosed L] user Facility

[] pistributorfimporter

O

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

Submission of a report does not constitute an admisasion that medical perscnnel or the product causat or contribited o the event.
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January 29, 2015

Brazilian Blowout
28001 Dorothy Dr
Agoura Hills, California 91301-2609

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 182030.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

/

Lyle Canida, Pharm.D., M.S.

LCDR, U.S. Public Health Service

Branch Chief, Signals Management Branch
Division of Public Health Informatics &
Analytics

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure



U).S. Department of Health and Human Services Internet Consumer Report Form Approved: OMB No. 0810-0281, Expires: 12/31/2011
= See OMB statement on reverse.

M EDWATCH For VOLLINTARY reporiing of

adverse events, product problems and

v i el | & eaman | 162w | 1 I Il |
g, P g | |
In confidence D . kg
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR 3. Dates of Use (I unknown, give duration) from/ic | 5. Event Abated After Use
Check all that apply. for best estimate) Stopped or Dose ReduceDd? ¢
1.[/] Adverse Event  [_] Praduct Problem (e.g., defects/malfunctions) b " D Yes [N [] Ag;;n
i #2
["]Product Use Error [_| Problem with Different Manufacturer of Same Medicine #2 []yes [INo []Doesnt
2. Outcomes Attributed to Adverse Event 4. Diagnosis or Reason for Use (Indication) Apply
(Check all that apply) #1 stratghten hale 8. Event Reappeared After
introd 2
[[] peath [] Disability or Permanent Damage e pEhion '
oY) i #1 [Jyes [INe [] Eg;snl
D Life-threatening [T] congenital Anomaly/Birth Defect ¥
D 't
[[] Hospitalization - initial or prolonged [_] Other Serious (Importent Medical Events) | ©- Lot# 7. Expiration Date 2 e [Jne [ Ag:;n
D Required Intervention to Prevent Permanent Impairment/Damage (Devices) # b 9. NDC # or Unique ID
3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy) w2 #2
02/11/2015 02/13/2015 E. SUSPECT MEDICAL DEVICE
5. Describe Event, Problem or Product Use Error 1. Brand Name BTy

See page 2 for complete text.

2. Common Device Name FH

3. Manufacturer Name, City and State

4 Model # Lot# 5. Operator of Device
[[] Health Professional
Catalog # Expiration Date (mmvdd/yyyy)| [_] Lay User/Patient
[[] other:
6. Relevant Tests/Laboratory Data, Including Dates Serial # Other #

PLEASE TYPE OR USE BLACK INK

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

B. Is this a Single-use Device that was Reprc d and R d on a Patient?
[Jyes [INo

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

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

o PalS IC LoF Complate: taxs. F. OTHER (CONCOMITANT) MEDICAL PRODUGTS

Product names and therapy dates (exclude treatment of event)

G. REPORTER (See confidentiality section on back)

1 Name and Addrass
C. PRODUCT AVAILABILITY Name: (B){8)
Product Available for Evaluation? (Do nol send praduct to FDA) Addreas W{gj i

[[]Yes [JNo []Returned to Manufacturer on:

TR
L) W ™ - LU - T = W AT H
1. Name, Strength, Manufacturer (from produci label) P'“"l’ # l E-mail
U )
Strength ] i
Manufacturer: 2. Health Professional? | 3. Occupation 4. Also Reported to:

#2 Name: [[Jyes [ No [] Manufacturer
Strength: 5, If you do NOT want your identity disclosed [] User Fecility
Manufacturer to the manufacturer, place an "X" in this box: D [:] 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.
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March 09, 2015

Keratin Complex
6400 Congress Ave Suite 2000
Boca Raton, Florida 33487

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 183072.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

/

Lyle Canida, Pharm.D., M.S.

LCDR, U.S. Public Health Service

Branch Chief, Signals Management Branch
Division of Public Health Informatics &
Analytics

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure



PLEASE TYPE OR USE BLACK INK

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

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

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

[[] Death:

[T] Disability or Permanent Damage

(mm/ddlyyyy) ‘
[[] Life-threatening [C] Congenital Anomaly/Birth Defect

[[] Hospitalization - Initial or prolonged [/] Other Serious (Important Medical Events)
[[] Requirad Intervention to Prevent Permanent ImpairmentDamage (Devices)

3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/ddlyyyy)
03/29/2015% 03/31/2015%
5. Describe Event, Problem or Product Use Error

See additional page(s) for complete text.

6. Relevant Tests/Laboratory Data, Including Dates

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

See additional page(s) for complete text.

Strength:
Manufacturer:

FORM FDA 3500 (1/08)

#2

3. Dates of Use (If unknown, give duration) fromAo
(or best estimate)

1 03/29/2015 - 03/29/2015%

5. Event Abated After Use
Stopped or Dose Reduced?

#1 []Yes No Doesn't
Clves [ZINe 15558

W2

4. Diagnosis or Reason for Use (indicalion)
# Dying my hair

#2

#2 [Jyes [INo Dg:;;".‘

8. Event Reappearsd After
Reintroduction?

#1 [JYes [ INo ER::?&M

6. Lot#
#1

[7. Expiration Date
i

E. SUSPECT MEDICAL DEVICE
1. Brand Name

#2 [ | Yes No Doesn't
O D O Apply
§. NDC # or Unigue 1D

2. Commaon Device Name

CTy

3. Manufacturer Name, Clty and State

PR = 1 2015

4. Model # Lot# §. Operator of Davice
[] Heelth Froifessionai
Catalog # Expiration Date (mm/ddAyyyy) | || Lay User/Patient
[[] other:
Serial # Other #

6. If implanted, Give Date (mm/ddAyyy)

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

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

[]yes []Ne

d and R: d 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)

See additional page(s)

for complete text,

G, REPORTER (See confidentiality section on back)

1. Name and Address

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

O

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

[] User Facility
[] pistributor/importer



-
?3. c7 C} ;3.()\,)
B.5. Deseribe Event or Problas .(cdﬁtlnued)

I used Ichwarzkopf Keratin Color Cashmere brewn. I have dyed my halr many times but this is
the first time with this product., I followed all directions with exception of doing an ’
allergy test. When I was washing out the product I noticed hives on my torsc, upper legs,
chest, neck and back. I rinsed out my haixr and took Benadryl. The next day I saw my docter

and got a steroid shot, Although my hives have mostly faded, I am still-very itchy twe davs
later.

5.6. Relevant Tests/Laboratory Dihl, Including Dates (continued)

E.7. Gther Relevant Histery, Insluding Preexisting Medical Canditioens (e.g., allergles, race, pregnancy,
smoking and alcchol use, hepatic/renal dysfunction, etc.) (continued}

Rage: Waite

Medical Conditions. Nene
Alleraies: pollen, dust ‘
xm:mummnm. Nene

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

OTC Meda: allsgra, citracal, vitamin D

(I rS



June 25, 2015

Schwarzkopf

M

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 184344,

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

/

Lyle Canida, Pharm.D., M.S.

LCDR, U.S. Public Health Service

Branch Chief, Signals Management Branch
Division of Public Health Informatics &
Analytics

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure



PLEASE TYPE OR USE BLACK INK

A. PATIENT INFORMATION

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check all that apply:
1.[/] Adverse Event

[[]Product Use Error [_| Problem with Different Manufacturer of Same Medicine

[] Product Problem (.g., defects/malfunctions)

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

[[] Death: Z| Disability or Permanent Damage

(mm/dd/yyyy)
[] Life-threatening [] congenital Anomaly/Birth Defect

[] Hospitalization - initial or prolonged [] Other Serious (Impontant Medical Events)
I:] Required Intervenlion lo Prevent Permanent Impairment/Damage (Devices)

3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy)
04/21/2015 04/24/2015

5. Describe Event, Problem or Product Use Error

See additional page(s) for complete text.

6. Relevant Tests/Laboratory Data, Including Dates

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

See additional page(s) for complete text.

"L oVeLW. BDTAZ1I11a8an DlOWOoUuL
Strength:
Manufacturer:

#2 Name:
Strength:
Manufacturer:

FORM FDA 3500 (1/09)

24 s F 1

Roule

Frequency

3. Dates of Use (If unknown, give duration) fromAo | 5. Event Abated After Use
)

(or best estimate) Stopped or Dose Reduced?
#104/21/2015 - #1 [ves [Z]No [[]Doesnt
B Apply

#2 []Yes No Doesn't
4. Diagnosis or Reason for Use (Indication) O O O Apply
#1 Srylist indicated it smooths halr 8. Event Reappeared After
Reintroduction?

# Y No [/]Doesnt
@ C¥es CINe. (7] Doss
5. Lot# 7 Expiration Date | #2 []Yes []No Dm"‘
i " 9 NDC # or Unique ID
#2 #2
E. SUSPECT MEDICAL DEVICE
1. Brand Name

(o 4 1]
2. Common Device Name

APE 27 2015

3. Manufacturer Name, City and State

4. Model # Lot# 5. Operator of Device
[[] Health Professional
Catalog # Explration Date (mm/ddAyyy)| [ ] Lay User/Patient
[C] other:
Serial # Other #

6. if Implanted, Give Date (mmvddyyyy) | 7. If Explanted, Give Date (mmv/ddyyyy)

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

[[]yes [JNo

9. If Yes to ltem 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

1-—;\ w

2 Health Professional?

[Jyes []No

5. If you do NOT want your identity disclosad
to the manufacturer, place an “X" in this box:

3. Occupation 4. Also Reported to:
[] Manufacturer
] user Fadility

[] Distributorimporter

(4

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



B.5. Describe Event or Problem (continued)

I developed eye problem after my hair stylist used a new product (Brazilian Blowout) on my
hair. I didn't know she was putting it on my hair until after she had put it in my hair. When
I commented on the smell, she told me it was Brazilian Blowout. The Salon is Kim's Total Salon
L Spa at B785 Center Parkway, Ste 330B, Sacramento CA 95823, The date of my hair appointment
was 4-21-15. I noticed blurry vision that night. The next day 1 started having light flashes.
I called my eye clinic on 4-23-15 and was told I should come in that day for an eye exam. My
eye doctor diagnosed posterior vitreous detachment. I am under watch for progression to a

possible retinal detachment. I am not sure if the product treatment caused or contributed to
this eye problem or if it is coincidental.

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

B.7. Other Relevant History, Including Preexisting Medical Conditions
smoking and alcohol use, hepatic/renal dysfunction, etc.) (continued)

Race: White

(e.g., allergies, race, pregnancy,

Medical Conditiona:
Allergies:
Important Information:

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

(ST



A, PATIENT INFORMATION

Date of Birth:
44 Years
©) 6
In confidence l
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check all that apply:
1.[/] Adverse Event Product Problem (e.g., defects/malfunctions)
[C]Product Use Error [v] Problem with Different Manufacturer of Same Medicine

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

[[] Death: Disability or Permanent Damage

LA (mmiddiyyyy) .
[_l Life-threatening D Congenital Anomaly/Birth Defect

[] Hospitalization - initial or prelonged [ ] Other Serious (Important Medical Events)
[:] Required |ntervention to Prevent Permanent Impairment/Damage (Devices)
3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy)
06/16/2015 06/23/2015
5. Describe Event, Problem or Product Use Error

See additional page(s) for complete text.

6. Relevant Tests/Laboratory Data, Including Dates

PLEASE TYPE OR USE BLACK INK

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

See additional page(s) for complete text.

C. PRODUCT AVAILABILITY

Product Available for Evaluation? (Do not send preduct lo FDA)
[Jyes [¢]No

D. SUSPECT PRODUCT(S)

1. Name, Strength, Manufacturer (from product fabel)
#1 Npme' Global Keratin

N rength: Na

“Manufacturer: GK Hair

#2 Name:

Strength:

Manufacturer:

D Returned to Manufacturer on’

B 77/

FORM FDA 3500 (1/09)

2. Doase or Amount Frequency Route
#1 L
#2 [
3. Dates of Use (if unknown, give duration) fromo | 6, Event Abated ARter Usa
(or best estimate) Stopped or Dose Reduced?
#1 06/16/2015 - 08/18/2015 #1 [z]ves [INo Dgoelsn'l
PPy
#2
#2 [ Yes No Doesn't
4, Diagnosis or Reason for Use (Indication) D D 0 Apply
#1 Hair treatment 8. Event Reappeared After
Reintroduction?
# Yes No Doesn't
iz [lves [INe 7] Doce
5. Lot# 7 Expiration Date _ |#2 [JYes [JNo [] Eggfy"“
# ¥ 3. NDC # or Unique ID
#2 #2

E. SUSPECT MEDICAL DEVICE

1. Brand Name

2. Common Device Name

IUN 2 4 2015

3. Manufacturer Name, City and State
4. Model # Lot# 5. Operator of Device
[] Health Professional
Catalog # Expiration Date [mm/dd/yyyy) E] Lay User/Patient
[ other:
Serial # Other #
6. If Implanted, Give Date (mm/dd/yyyy) | 7. If Explanted, Give Date (mm/ddAyyy)

@

. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
[T]Yes [INo

. Il Yes to item No. & Enter Name and Address of Reprocessor

w

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exclude treatment of event)

See additional page(s)

G. REPORTER (See confidentiality section on back)

1. Name and Address
Name: (B) (8) =
Addrass: (b) {6} -

for complete text,

State ®I(BIZIP (B)(6)

E-mail

(b) (6)

__ciy ®)6)
Phone #

®) &)

2. Health Professional?

[]yes [No

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

3 Occupation 4, Also Reported to:
] Manufacturer
[ user Facility

[:l Distributor/Importsr

O

Submission of a report does net constitute an admission that medical personnel or the product caused or contributed ta the event.



8.5. Describe Event or Problem (continued)

I used keratin hair treatment many times in the past without any reaction/problem. After
meving to California I chose a new hair salon (My Blow LA, in Irvine Spectrum center).
Despite claim by beauty salcon for using formaldehyde free products I had abnormal eye and
breath burning during application which was reassured by the stylist that "it is normal
smell". Scalp itching started about 4 hours after the application. Severe scalp edema started
about 12 hrs after application and despite washing my head several times it got worse and in
24 hours and I had severe periorbital edema and facial edema. At this point I could barely
open my eyes. It was necessary to receive several corticostercid injections to treat this
reaction and it resolved very slowly within the next 6 days.

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

B.7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, race, pregnafcy,
smoking and slcohol use, hepatic/renal dysfuncotion, etec.) (continued)

Race: White

Medical Conditions: Hypothyroidism

Allergies: Latex

Important Information: Not using alcohol, tobacco or any other drugs

F., Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (continued)
RX Meds: lLevothyroxine, 75 mcg daily

OTC Meds: Multivitamins one daily Calcium tabler one daily

LIV



October 05, 2015

GK Hair
4800 NW 15th Ave., Suite E
Fort Lauderdale, Florida 33309

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 187325.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

/

Lyle Canida, Pharm.D., M.S.

LCDR, U.S. Public Health Service

Branch Chief, Signals Management Branch
Division of Public Health Informatics &
Analytics

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure



PLEASE TYPE OR USE BLACK INK

iI#1 Mama-

v j remae
D Male
In confidance

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

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

40 Years

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

[ ] peath || Disability or Permanent Damage

[mididiyyyy)
| | Life-threatening

[ ] congenital Anomaly/girth Defect
[ ] Hospitalization - inttial or prolonged [ Other Seriaus {Important Medical Events)
E] Required Intervention to Prevent Permanent Impairment/Damage (Devices)

3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/od/yyyy)
07/08/2015 07/27/2015

5. Describe Event, Problem or Product Use Error

See additional page(s) for complete text,

6. Relevant Tests/Laboratory Data, Including Dates

See additional page(s) for complete text.

) Other Reﬁv;t History, Including Preexisting Medical Conditions (e.g,
aliergies, race, pregnancy, smoking and alcohel use, liverkidney problems, ete.)

See additional page(s) for complete text.

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

[ Yes [ |MNa

D. SUSPECT PRODUCT(S)
A7 Mame, Strength, Manufaclurer (from produst fabel)

£ e,

[C] Retumed 1a Manutacturer on

(TAVaa Yy

Hhimitline (s

Strength
Manulactursr

FORM FDA 3500 (1/09)

#2 ]

3. Dates of Use (If unknown, give duration) from/2o | 5. Event Abated After Use

(or best estimate) Stopped or Dose Reduced?
#1 07/08/2015 - i [7]ves [INo Dgoelsn't
pely
.73
#2 [|Yes [INo Doesnt
4. Diagnosis or Reason for Use (Indication) . ] L] Apply

8. Event Reappeared After

#1 hair straightening and reduce
Reintroduction?

frizz product

'8l Y " INo [¢]Paesnt
) [dyes [INo [7] s
6. Lot# 7. Expiration Date #2 [Jyes [Ino [ Eg,‘;’ym
#112001582 # 2, NDC # or Unique ID
#2 #2

E. SUSPECT MEDICAL DEVICE

1. Brand Name

2. Common Device Name

Ciu

. Manufacturer Name, City and State

JUL 282015

4. Model # Lot# 5. Operator of Device
[[] Health Professional
Catalog # Expiration Date (mm/dad/yyyy) D Lay User/Patient
D Other:
Serial # Other #
6. If Implanted, Give Date (mm/dd/yyyy) | 7.1f Explanted, Give Date (mm/dd/yyyy}

@

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

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

w

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exclude {reatment of event)

See additional page(s) for complete text.

G, REPORTER (See confidentiality section on back)

1. Name and Address

Name. (B (6}

Address () (6) £

Cily: Faraa : Blale. D ZIF: 55102
Phone # E-mail
(b)(6) { L) (6) =

[] user Faciiity

1
5 1If you do NOT wanl your idenlity disclosed
|:| Distributor/imponter

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

O

Submission of a report does not constitute an admission that medical personnel or the product caused or cantributed lo the sven!



B.5, Describe Event or Froblem (cont:inued)

experiencecd severe tachycardia after Brazilian Blowout was applied to hair and scalp. 1 had
this treatnent applied at the Primp Salon at Crabtree Valley Mall in Raleigh NC while wvisiting
family and friends on vacation. Their telephone number is 9684-232-8652. I became very scared
and told the stylist that if my heart rate did not slow down then we may have to call the
paramedics. The Stylist told me I was probably having a reaction to the formaldehyde. T
becams very dizzy and tingling sensation from head to toe. I thought I was going to faint so

I requested water. In a few minutes I did start to feel a little better and the tachycardia
was starting to 5low down. I didn't feel like myself for 24 hours....The sensation of being
light-headed and feeling faint would come and go. I definitely was experiencing a systemic
reaction to the product. My hands are still peeling from the formaldehyde that was in the
product. T alsc eaperlenced dry mouth and bands of perspiration across different parts cf my
body during the Ffirst 24-48 hours. I will never use this product again. I clearly had an
allergic reaction and T don't think this product is safe to consume through the skin. I also
believe Lhe stlylist put too much ©f the product on my hair and 1 was exposed to high amounts
nf formaldehyde which caused my body to have a reaction. Brazilian Blowout sheuld be banned in
the US 1like it 46 in other ROW countries.

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

nepc

B.7. Other Relevant History, Including Preexisting Medical Conditicns (e.g., allergles, race, pregnancy,

swoking and alcohol use, heparic/renal dysfunction, etc.) (ventinued)
Race: Whits

Medical Conditions: none

Allerqies: HN<UA

F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (coqtinued)
RX Meds: none
OTC Meds: none

(AFTEI v



October 30, 2015

Primp Salon
4325 Glenwood Ave.
Raleigh, North Carolina 27612

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 188289.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

/

Lyle Canida, Pharm.D., M.S.

LCDR, U.S. Public Health Service

Branch Chief, Signals Management Branch
Division of Public Health Informatics &
Analytics

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure



PLEASE TYPE OR USE BLACK INK

MEDWATCH

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

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

4 Weight

In confidence
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check all that apply:
1 D Adverse Event
[ product use Error [ Problem with Ditferent Manufacturer of Same Medicine

[ Product Problem (e.q., defects/malfunctions)

P W WSl N T RN ﬂl“ls wn
adverse events, producrt problems and
product use errors

Page

Triage unit
sequence &

071528

of

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer (from product label)
g1 Keratin Hair Treatment

#2
2 Dose or Amount

o[

Route

|| |

Frequency

11

Reaction to product.
hair in FL

Product is distributed by GH

6 Relevant Teslis/Laboratory Data, Including Dates

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

C. PRODUCT AVAILABILITY

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

D Yes D No

D Retumed to Manufacturer on:

re| | 4 |
2. Outcomes Attributed to Adverse Event
(Check all that apply) 3. Dates of Use (If unknown, give duration) from/lo (or |5. Event Abated After Use
best estimate, t d or D Reduced?
D Death! D Disability or Permanent Damage y DUpystor Dome ydu Doest|
(mmiaayyyy) #1 # Oyves Cno - ;‘
D Life-threatening D Congenital Anomaly/Birh Defect PRYY
D —_ A #2 | D Doesnt
Hospitalization - inibial or prolonged D Other Sericus (Impeonant Medical Evants) #2 Yes No Apply
D Required Intervention to Prevent Permanent Impairment/Damage (Devices) . Blsgnoste or Beason for Use (inaloatix) 8. Event Reappeared After
ion?
3. Date of Event (mm/ddiyyyy) 4. Date ol this Report (mm/ddfyyyy) L RE"M“CEH Dossnt
10/06/2015 #2 1L Yes LiNo LJ 00w
5. Describe Event, Problem or Product Use Error 6 Lot# 7. Expiration Date Doesn't
w2 [dves [Ono s

LAl #1

9. NDC # or Unique ID

#2

E. SUSPECT MEDICAL DEVICE
1. Brand Name

2. Common Device Name

3. Manutacturer Name, City and State

4. Model # Lot # 5 Operator of Device
D Heallh Professional
Calalog # Expiration Date (mm/dd/iyyy,
v P ( ¢ D Lay User/Patient
Serial # Other # D Other:
6. It Implanted, Give Date (mm/da/yyyyy) 7. If Explanted, Give Date (mm/dd/yyyy)

@

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

D Yes D No

g=

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

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

G. REPORTER (See confidentiality section on back)

1. Name and Address
IR NN

e S T A

Phone #
831-524-2855

E-mail

2. Health Professional?

D Yes D No

3. Occupation 4. Also Reported to:

[ Manutacturer

(mm/adyyyy)

5. If you do NOT want your identity disclosed 3 user Facity

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

FORM FDA 3500 (10/05)  submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



February 04, 2016

Peter Coppola Heaquarters
7000 W. Camino Real, Suite 200
Boca Raton, Florida 33433

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 192574.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

/

Lyle Canida, Pharm.D., M.S.

LCDR, U.S. Public Health Service

Branch Chief, Signals Management Branch
Division of Public Health Informatics &
Analytics

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure



February 04, 2016

BRAZILIAN BLOWOUT
28001 DOROTHY DR
AGOURA HILLS, California 91301

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 192574.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

/

Lyle Canida, Pharm.D., M.S.

LCDR, U.S. Public Health Service

Branch Chief, Signals Management Branch
Division of Public Health Informatics &
Analytics

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure



PLEASE TYPE OR USE BLACK INK

The FDA Safety Information and
Adverse Event Reporting Program

I FDA Rec
it

Note: For date prompts of “dd-mmmi-yyyy" please use 2-digit day, 3-letter month
abbreviation, and 4-digit year; for example, D1-Jul-2015,
A, PATIENT INFORMATION

1 Patient Identifier| 2. Age Year(s) [ ] Month(s) | 2 Sex 4. Weight
Bim 28 [JWeekis) [] Day(s) 140
— Femal
or Date of Birth (e.g, 08Feb 1925 | () Female Ib
Male
In Confidence D E] k9

5.a Ethnicity (Check
single best answer)

D Hispanic/Latino

£.b.Race (Check all that apply)
[[] Asian ] American Indian or Alaskan Native
[] Black or African American [] white

Nt Hispanic/Latino | ™ Native Hawailan or Other Pacific Islander

B. ADVERSE EVENT, PRODUCT PROBLEM
1. Check all that apply

Adverse Event

Product Problem (e.g., defects/malfunctions)
[7] Product Use Error D Problem with Different Manufacturer of Same Medicine

2. Outcome Attributed to Adverse Event (Check all that apply)
[T Death Include date (dd-mmm-yyyy)
U Life-threatening D Disability or Permanent Damage
D Hospitalization - initial or prolonged E] Congenital Anomaly/Birth Defects
["] Other Serious (Important Medical Events)

D Required Intervention to Prevent Permanant Impairment/Damage (Devices)

3.  Dose or Amount Frequency

Route

#1

#2

4, Dates of Use (From/To Ior sach

a&f unknown
give guration, or best estimate)

mmm-yyyy)

9 Event Abated After Use
Stopped or Dose Reduced?

:;; 11-Apr-2018 - #1 [ Yes [¢]No DE;?:I;M

5. Diagnosis or Reason for Use (indication) #2[Jves [INe (] E:;:""

g TEoINCennRls 10.Event Reappeared After
Reintroduction?

#2 #1 [JYes [INo Bpp]y
8. Is the Product 7. Is the Product #2 [] Yes [JNo []Doesnt
Compounded? Over-the-Counter? apply
#1 (] Yes [ No #1 Yes [ ] No
#2 ] Yes [ No #_2;‘[:_] ves [ ] No |

B, Expiration Date (dd-mmm-yyyy)

#

3. Date of Event (dd-mmm-yyyy) 4. Date of this Report (dd-mmm-yyyy)

11-Apr=20186 04-May-2016

E. SUSPECT MEDICAL DEVICE
1. Brand Name ]
May - .
Y ~5 2p4c
2.C Device Name 2b. Procode =it

3. Manufacturer Name, City and State

5. Describe Event, Problem or Product Use Error
See additional page(s) for complete Lext,

6. Relevant Tests/Laboratory Data, Including Dates

Medical Conditions (e.g.,
iver/kidney problems, efc )

complete text.

7 Other Relevant History, Including Pmoxistln?‘
allergies, pregnancy, smoking and alcohol use

See additional page(s)

C. PRODUCT AVAILABILITY
2. Product Avallable for Evaluation?(Do not send product fo FDA)
Yes [ No
(dd-mmm-yyyy)
|D. SUSPECT PRODUCTS
1. Name, Manufacturer/Compounder, Strength (from product label)
#1- Name and Sltenmh #1-NDC # or Unique ID
keratln cure chocolace

for

|_—_| Returned to Manufacturer an

max vi

#1 - Manufacturer/Compounder
Keratin Cure

#1-Lot #

#2 - Name and Strength #2 -NDC # or Unique 1D

#2 - Manufacturer/Compounder #2- Lot #

FORM FDA 3500 (10/156)

5. Operator of Device

DHeal\h Professional

u Lay User/Patient

D Other

4. Model # Lot #
Catalog # Expiration Date (dd-mmm-yyyy)
Serial # Unique Identifier (UDI) #

6. If implanted, Give Date (dd-mmm-yyyy)

71T Explanted, Give Date (dd-mmm-yyyy)

8. Is this a sii
reprocess.

le-use device that was
and reused on a patient?

[C] Yes

] Na

Pro

9. 1f Yes to ltem 3. Enter Name and Address of EQPIOCISSOY

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
uct names and therapy dates (Exclude lreatment of event)

G REPORTER (See confidentiality section on back)

[Fnrs( Name B

[[Jyes [INo

Address

City! State/Province/Region
Caounfry: lZlP!Posial Code:
Phone # E-mail:

2. Health Professional?| 3. Occupation

4 Also Reported to:
/] Manufacturer/
Compounder

5. If you do NOT want your identity disclosed
to the manufacturer, please mark this box:

%]

[[] User Facility
[] Distributor/importer

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

RIS



“ Ul L

8.5, Describe Event or Problem (continuved)

I ordered a keratin hair treatment from keratincure.com and wasn't aware that it had

formaldehyde in it. When I used the treatment it gave me respiratory problems and burned my
eyes.

B.o. Relevant Tests/Laboratory Data, Including Dates (coarinued)

B.7. Other Relevant History, Including Preexisting Medical Conditions

(e.g. allergies, pregnancy, smoking
and alcohel use, hepatic/renal dysfunction, etec,) (continued)

Medical Conditions: u/a
Allergies: n/a

Important Information:

F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (continued)
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PLEASE TYPE OR USE BLACK INK

The FDA Safety Information and
Adverse Event Reporting Program

I FDA Rec
it

Note: For date prompts of “dd-mmmi-yyyy" please use 2-digit day, 3-letter month
abbreviation, and 4-digit year; for example, D1-Jul-2015,
A, PATIENT INFORMATION

& .F;alienl Identifier| 2. Age Year(s) [ ] Month(s) | 2 Sex 4. Weight
28 [IWeek(s) [] Day(s) 140
——— Femal
or Date of Birth (e.g, 08Feb 1925 | () Female Ib
Male
In Confidence D E] kg

3.  Dose or Amount Frequency

Route

#1

#2

4, Dates of Use (From/To Ior each a&f unknown
give guration, or best estimate) mmm-yyyy)

5.a Ethnicity (Check
single best answer)

D Hispanic/Latino

£.b.Race (Check all that apply)
[[] Asian ] American Indian or Alaskan Native
[] Black or African American [] white

Nt Hispanic/Latino | ™] Native Hawailan or Other Pacific Islander

B. ADVERSE EVENT, PRODUCT PROBLEM
1. Check all that apply

Adverse Event

Product Problem (e.g., defects/malfunctions)
[7] Product Use Error D Problem with Different Manufacturer of Same Medicine

2. Outcome Attributed to Adverse Event (Check all that apply) =
[T Death Include date (dd-mmm-yyyy)
U Life-threatening D Disability or Permanent Damage
D Hospitalization - initial or prolonged E] Congenital Anomaly/Birth Defects
["] Other Serious (Important Medical Events)

D Required Intervention to Prevent Permanant Impairment/Damage (Devices)

9 Event Abated After Use
Stopped or Dose Reduced?

:;; 11-Apr-2018 - #1 [ Yes [¢]No DE;?:I;M

5. Diagnosis or Reason for Use (indication) #2[Jves [INe (] E:;:""

g TEoINCennRls 10.Event Reappeared After
Reintroduction?

#2 #1 [JYes [INo Bpp]y
8. Is the Product 7. Is the Product #2 [] Yes [JNo []Doesnt
Compounded? Over-the-Counter? apply
#1 (] Yes [ No #1 Yes [ ] No
#2 ] Yes [ No #_2;‘[:_] ves [ ] No |

B, Expiration Date (dd-mmm-yyyy)

#

3. Date of Event (dd-mmm-yyyy) 4. Date of this Report (dd-mmm-yyyy)

11-Apr=20186 04-May-2016

E. SUSPECT MEDICAL DEVICE
1. Brand Name ]
May - .
Y ~5 2p4c
2.C Device Name 2b. Procode =it

3. Manufacturer Name, City and State

5. Describe Event, Problem or Product Use Error
See additional page(s) for complete Lext,

5. Operator of Device

DHeal\h Professional

6. Relevant Tests/Laboratory Data, Including Dates

u Lay User/Patient

D Other

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

See additional page(s) for complete text.

[V] Yes

|_—_| Returned to Manufacturer an

[] No

(dd-mmm-yyyy)

#1- Name and Sltenmh #1-NOC #or Unique ID

keratln cure chocolacte max vi

C. PRODUCT AVAILABILITY

2. Product Avallable for Evaluation?(Do not send product fo FDA)
|D. SUSPECT PRODUCTS

1. Name, Manufacturer/Compounder, Strength (from product label)

=1 G REPORTER (See confidentiality seci

4. Model # Lot #
Catalog # Expiration Date (dd-mmm-yyyy)
Serial # Unique Identifier (UDI) #

6. If implanted, Give Date (dd-mmm-yyyy)

71T Explanted, Give Date (dd-mmm-yyyy)

8. Is this a sii
reprocess.

le-use device that was
and reused on a patient?

[] Yes

] Na

9. 1f Yes to ltem 8, Enter Name and Address of EQPIOCQSSOY

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
Product names and therapy dates (Exclude lreatment of event)

tion on back)

#1 - Manufacturer/Compounder
Keratin Cure

#1-Lot #

#2 - Name and Strength #2 -NDC # or Unique 1D

[[Jyes [INo

#2 - Manufacturer/Compounder #2- Lot #

Name: ) 7[F'ir§(Wame 3
Address LD
City! State/Province/Region
Caouniry: lZlP!Posial Code:
Phaone # E-mail’
2. Health Professional?| 3. Occupation

4 Also Reported to:
/] Manufacturer/
Compounder

5. If you do NOT want your identity disclosed
to the manufacturer, please mark this box:

[[] User Facility
[] Distributor/importer

FORM FDA 3500 (10/156)

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

RIS
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8.5, Describe Event or Problem (continuved)

I ordered a keratin hair treatment from keratincure.com and wasn't aware that it had

formaldehyde in it. When I used the treatment it gave me respiratory problems and burned my
eyes.

B.o. Relevant Tests/Laboratory Data, Including Dates (coarinued)

B.7. Other Relevant History, Including Preexisting Medical Conditions

(e.g. allergies, pregnancy, smoking
and alcohel use, hepatic/renal dysfunction, etec,) (continued)

Medical Conditions: u/a
Allergies: n/a

Important Information:

F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (continued)
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June 29, 2016

BEAUTY COSMETICA
3406 NW 151 Terrace
Miami Gardens, Florida 33054

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 196079.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

/

Lyle Canida, Pharm.D., M.S.

LCDR, U.S. Public Health Service

Branch Chief, Signals Management Branch
Division of Public Health Informatics &
Analytics

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure



PLEASE TYPE OR USE BLACK INK

MUVGSI DT LYTIIL l‘“FUI \“lu L) 'v”l.‘ll I ua‘a I
Nole' For date prompts of "dd-mmim-yyyy” please use 2-digit day, 3-letter month 3. Dose or Amount  Frequency Route
abbreviation, and 4-digit year; for example, 01-Jul-2015. it [o" i
A. PATIENT INFORMATION
1. Patient Identifier] 2. Age [ ]vears) [_] Monin(s) | 3. Sex 4. Weight
(b) (6) [[] Week(s) ] pay(s) 128 #2
Female
I [ or Date of Birth (e.q. 08 Feb1925) | i 7
l bt l |3 s ] Ll kg give duration, or best estimale) (dd-mmm-yyyyl Stopped or Dose Reduced?
In Confidence #1 0l-May=20i2 - 1B-May-2016 # lz] No D Doesn't
sza.llittznlc’ltv (Che)ck 5.b Race (Check all that apply) B 1 [ ves apply
single best answer] .
= o [[] Asian  [[] American Indian or Alaskan Native 5. Diagnosis or Reason for Use (indication) #2 [Jyes [INo [] aD;’:l;"'
D Hispanic/Latino - in salon smoothing traatment
[C] Black or African American White #1 10.Event Reappeared After
Not Hispanic/Latino | [™] Native Hawaiian or Other Pacific Islander Reintroduction? .
: #2 #1 [Z]Yes [JNo []D0esn
B. ADVERSE EVENT, PRODUCT PROBLEM apply
1. Check all that apply 8. Is the Product 7 1s the Product #2 D Yes D No DE::;M
[7] Adverse Event [[] Product Problem (e.g., defects/malfunctions) Compounded? Over-the-Counter?
[7] product Use Error [T] Problem with Different Manufacturer of Same Medicine #1 [ Yes No Ll Yes [] No
#2 ] Yes []No #2 [] yes []No
2. Outcome Attributed to Adverse Event (Check all that apply) 5 Expiration Date (Gd-mmm-yyyy) 1 ‘“2

[[] Death include date (da-mmm-yyyy). : E. SUSPECT MEDICAL DEVICE
D Life-threatening [:] Disability or Permanent Damage 2 Brand Name

[] Hospitalization - initial or prolonged [[] Congenital Anomaly/Birth Defects
Other Serious (Important Medical Events) migrane, burned air passage

[:] Required Intervention to Prevent Permanent ImpairmentDamage (Devices) 3 Common Device Name ‘C?{} %8, Procods
3. Date of Event (dd-mmm-yyyy) 4. Date of this Report (dd-mmm-yyyy) o 2
3. Manufacturer Name, and Sta U ZUID
18-May-2016 19-May-2016

5. Describe Event, Problem or Product Use Error
See additional page(s) for complete text. 4. Model # Lot# 5. Operator of Device

DHeaﬂh Professional
Expiration Date (dd-mmm-yyyy)| [[] Lay User/Patient

D Other:

Catalog #

-
B. Relevant Tests/Laboratory Data, Including Dates

Serial # Unique Identifier (UDI) #

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

See additional page(s) for complete text.

6. If Implanted, Give Date (dd-mmm-yyyy) | 7- W Explanted, Give Date (dd-mmm-yyyy)

B. Is thi ingle-use device that
l’:pfo‘(:::!: and reeus:: gn a. p:'!?:nt? [ ves [Jno
C. PRODUCT AVAILABILITY | |21 Ves to ltem B, Enter Name and Address of Reprocessor

2. Product Available for Evaluation?(Do not send product to FDA)
Yes [JNo []Returned to Manufacturer on:

(da-mmm-yyyy) F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
D. SUSPECT PRODUCTS roduct names and therapy dates (Exclude treatment of event)

1. Name, Manufacturer/Compounder, Strength (from product label)
#1 - Name and Strength #1 - NDC # or Unique 1D | G. REPORTER (See confidentiality section on back)

Brazilian Blowout M
ast Name(n)(6) [First Name: (T
| Address: 105 sauth 2nd street :

#1 - Manufacturer/Compounder #i-Lot# 'm(h) {5} Stale/Province/Region (b) m.,
EBG ' e

Couniry’ g ZIP/Postal Code{bi’ )
#2 - Name ana Strength #2 - NDC # or Umique 1D Phone # [E-mai | ﬁ"

2. Health Professional? |3 Occupation 4. Also Reported to:
[CJyes [JNo 1 /

#2 - Manufacturer/Compounder #2- Lot # g:;';:%::

5. If you do NOT want your identity disclosed [ user Facilty

to the manufacturer, please mark this box: D Distributor/importer

EMADRE CTA aEAN fARIAEN B brmimm i ol o ot ddomm e sl bl e oo oedre i A L vk o o L ?m.“




I am a salon professional who is working in a saleon that provides Brazilian blowout services
in an non ventilated space and insufficient training in application of this product. I have
been exposed to formaldihyde fumes that have caused me eye burning, migraine, dizziness, and
now a lasting burnt and sore nasal passage and throat.

B.6, Relevant Tests/Laboratory Data, Including Dates (conrinued)

B.,7. Other Relevant History, Including Preexisting Medical Conditions

(e.g. allergies, pregnancy, smoXing
and alcohol use, hepatic/renal dysfunction, etc.) (continued)

Medical Conditions:
AiLESIJLISI

Amporrant inrormation:

F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (continued)
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PLEASE TYPE OR USE BLACK INK

MUVGSI DT LYTIIL I‘UFUI “"H L) 'v”l'lll | Date I
Nole' For date prompts of "dd-mmim-yyyy” please use 2-digit day, 3-letter month 3. Dose or Amount  Frequency Route
abbreviation, and 4-digit year; for example, 01-Jul-2015. it [o" i
A. PATIENT INFORMATION
1. Patient |dentifier) 2. Age | |Year(s) [ | Monin(s) | 3 sex 4. Weight
() (8)
[[] Week(s) ] pay(s) 128 #2
Female
I [ or Date of Birth (e.q. 08 Feb1925) | i 7
badal - LAY ive duration, or best estimale) (dd-memr )
In Confidence L l ] U . #1':0 |=May=2012 - 1B-Ma y-;’uw) A i # oz 0%’:‘: Rat!:;:s"r‘\'(
5 a-lliﬂznliltv (Che)ck 5.b Race (Check all that apply) =% 1 [ Yes apply
single best answer] y
. [[] Asian  [[] American Indian or Alaskan Native 5. Diagnosis or Reason for Use (indication) #2 [Jyes [INo [] ?gﬁ;m
D Hispanic/Latino - in salon smoothing traatment
D Black or African American White #1 10.Event Re.ppeared After
Not Hispanic/Latino | [™] Native Hawaiian or Other Pacific Islander Reintroduction? (et
: #2 # [Z]Yes [INo [J20€sn
B. ADVERSE EVENT, PRODUCT PROBLEM apply
1. Check all that apply 8. Is the Product 7 1s the Product #2 D Yes D No DE::;M
[7] Adverse Event (] Product Problem (e.g., defects/malfunctions) Compounded? Over-the-Counter?
[7] product Use Error [T] Problem with Different Manufacturer of Same Medicine #1 [ Yes No Ll Yes [] No
#2 ] Yes []No #2 [] yes [INo
2. Outcome Attributed to Adverse Event (Check all that apply) 5 Expiration Date (Gd-mmm-yyyy) 1 ‘“2

[[] Death include date (da-mmm-yyyy). : E. SUSPECT MEDICAL DEVICE
D Life-threatening D Disability or Permanent Damage 2 Brand Hetre

[] Hospitalization - initial or prolonged [[] Congenital Anomaly/Birth Defects
Other Serious (Important Medical Events) migrane, burned air passage

|:] Required Intervention to Prevent Permanent ImpairmentDamage (Devices) 3 Common Device Name @'{‘?{} %8, Procods
3. Date of Event (dd-mmm-yyyy) 4. Date of this Report (dd-mmm-yyyy) o 2
3. Manufacturer Name, and Sta U ZUID
18-May-2016 19-May-2016
5. Describe Event, Problem or Product Use Error
See additional page(s) for complete text. 4. Model # Lot# 5. Operator of Device
DHeaNh Professional
Catalog # Expiration Date (dd-mmm- i
B. Relevant Tests/Laboratory Data, Including Dates P ( il D Lay User/Patient
D Other:
Serial # Unique Identifier (UDI) #
7. Other Relevant History, Including Preexisting Medical Conditions (2.g..
allergies, pregnancy, smoking and alcohol use, liver/kidney problems, etc.)

a 7. If Explanted, Give Date (dd-mmm-
See additional pagel(s) for complete text. 6. If implanted, Give Date (da-mmm-yyyy) P ( )

B. Is this a single-use device that was
reprocessed and reused on a patient? D Yes D No

C. PRODUCT AVAILABILITY | [ 17 Yes to ltem 8, Enter Name and Address of Reprocessor
2

. Product Available for Evaluation?(Do not send product to FDA)
Yes [JNo []Returned to Manufacturer on:

(da-mmm-yyyy) F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
D. SUSPECT PRODUCTS Product names and therapy dates (Exclude treatment of event)

1. Name, Manufacturer/Compounder, Strength (from product label)
#1 - Name and Strength #1 - NDC # or Unique ID | G. REPORTER (See confidentiality section on back)

Brazilian Blowout
[las! Narme (B) (8). TFist Rame (B) (6)

! Address: £05 sauth 2nd street

e ——— - e AT ) (6
ERG — I
Counlry. g |ZIP/Postal Code

#2 - Name and Strength #2 - NDC # or Unique 1D Bhooe & [E-mall

N IR

2. Health Professional?[3. Occupation 4. Aleo Reported to:

[Clyes [JNo f /

#2 - Manufacturer/Compounder #2- Lot # D 'g:,’:;gﬁ:ﬂ::

5.If you do NOT want your identity disclosed [ User Facilit
to the manufacturer, please mark this box: D Distributor/importer

EMADRE CTA aEAN fARIAEN B brmimm i ol o ot ddomm e sl bl e oo oedre i A L vk o o L cfm.-a




I am a salon professional who is working in a saleon that provides Brazilian blowout services
in an non ventilated space and insufficient training in application of this product. I have
been exposed to formaldihyde fumes that have caused me eye burning, migraine, dizziness, and
now a lasting burnt and sore nasal passage and throat.

B.6, Relevant Tests/Laboratory Data, Including Dates (conrinued)

B.,7. Other Relevant History, Including Preexisting Medical Conditions

(e.g. allergies, pregnancy, smoXing
and alcohol use, hepatic/renal dysfunction, etc.) (continued)

Medical Conditions:
AiLESIJLISI

Amporrant inrormation:

F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (continued)
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PLEASE TYPE OR USE BLACK INK

The FDA Safety Information and
Adverse Event Reporting Program

e b T —

Nete: For date prompts of "dd-mmmi-yyyy" please use 2-digit day, 3-leller month
abbreviation, and 4-digit year; for example, 01-Jul-2015.
| A. PATIENT INFORMATION

1. Patient |dentifier
®)(5)

2. Age
30

Year(s) [ ] Montn(s)
[Jweekis) [] Day(s)

In Confidence

or Date of Birth (e.g., 08 Feb 1925)

3. Sex 4. Weight
115
Female
b
D Male D -

5.a Ethnicity (Check
single best answer)

[] Hispanic/Lating

1. Check all that apply
Adverse Event

5.b.Race (Check all that apply)

[[] Asian

[] Black or African American

Not Hispanic/Latino [[] Native Hawaiian or Other Pacific Islander
B. ADVERSE EVENT, PRODUCT PROBLEM

[C] American Indian or Alaskan Native

White

D Product Problem (e.g,, defecis/malfunctions)

|:] Product Use Error D Problem with Different Manufacturer of Same Medicine

[[] peath include date
[[] Life-threatening

[:| Hospitalization - initial or prolonged
D Other Serious (Important Medical Evenls)
L—_] Required Intervention to Prevent Permanent Impairment/Damage (Devices)

(dd-mmm-yyyy):

2, Outcome Attributed to Adverse Event (Check all that apply)

Disability or Permanent Damage

[] Congenital Anamaly/Birth Defects

| o~ ;e -
FDA Rec.
Date
3.  Dose or Amount Frequency Route
i pplied to a surface, usuall
#1 the skin
#2
4. Dates of Use (From/To for each) (If unknown, 9. Event Abated After Use
give duration, or best estimate) (dd-mmm-yyyy) Stopped or Dose Reduced?
#1 16-Apc=2016 - 16-Apr=2016 Doesn't
#1 Y No
#2 II " E] []aPPN
5. Dlagnosis or Reason for Use (indication) #2 [ Jyes [No 2:;6"'
H smoothing treatment
#1 - ik = 10.Event Reappeared After
Reintroduction?
Doesn't
# b
#2 [CIyes [INo apply
8. Is the Product 7. Is the Product #2 []ves [ INo DaDoeén«
Compounded? Qver-the-Counter? P
# [] ves [4] No #1 [7] Yes [| No
#2 ] Yes [] No #2 [] Yes []No
B. Expiration Date (dd-mmm-yyyy) 4 i#z

1. Brand Name

E. SUSPECT MEDICAL DEVICE

2. Common Device Name

16-Apr-2016

3. Date of Event (dd-mmm-yyyy)

28-May-20186

4. Date of this Report (dd-mmm-yyyy)

See additional page(s)

5. Describe Event, Problem or Product Use Error
for complete text.

2o. Procode

3. Manufacturer Name, City and State

cTu

Mﬁ S;%r of Device

D Health Professional

6. Relevant Tests/Laboratory Data, Including Dates
See additional page(s)

for complete text,

D Lay User/Patient
D Other:

[Jyes [/]No

DETDELLLDNN BAWWAIWL

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

D Returned to Manufacturer on:

for complete rext.

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

See additional page(s)

| D. SUSPECT PRODUCTS

NuEse CLULTOTL

(dd-mmm-yyyy)

¥ 'Name. ManufactureriComnounder. Strenath (from oroduct labell

4, Model # Lot #
Catalog # Expiration Date (dd-mmm-yyyy)\
Serial # Unique ldentifier (UDI) #

Brazilian

#1 - Manufacturer/Compounder
Blowout

#1- Lot #

#2 - Name and Strength

#2 - NDC # or Unique 1D

8. If Implanted, Give Date (dd-mmm-yyyy)

7_If Explanted, Give Date (0d-mmm-yyyy)

8. Is this a single-use device that was
reprocessed and reused on a patient?

[] Yes

[C] Ne

G 17 Yes to ltem 8, Enter Name and Address of Reprocessor

for complets Laxt

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
Product names and therapy dales (Exclude freatment of ovant)

Sese addivional paoels)

Address.

l First Name.f(.'b)‘ (6)

ity

|State/Province/Region:

Country:

IZIP/PostaI Code

Phone #

E-mail

#2 - Manufacturer/Compounder

#2- Lot #

2. Health Professional?

[CJyes [JNo

3. Occupation

5. if you do NOT want your identity disclosed
to the manufacturer, please mark this box:

‘ O

4. Also Reported to:

[T] Distributorfimporter

Manufacturer/
Compounder
User Facility
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G972
B.5. Describe Event or Problem (continued)

Got a Brazilian Blowout in the afternoon. Get an acute headache immediately after and felt
fatiqued and dizzy for about a week after the procedure. I also had a sore mouth and threat,
it felt as if my entire mouth had been burned, for apout a week after. On the third night

after receiving the procedure, I had insomnia, my heart started racing and I was shaking. I
felt as if my body had been poisoned.

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

None

3.7. Other Relevant History, Including Preexisting Medical Conditions
and ailcohol use, hepatic/renal dysfunction, etc.} {continued)

(e.g. allergies, pregnancy, smoking
Medical Conditiong; None
Allergies: Sulfa drugs

ZImportant Ipformation: WNone

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

BX Meds: Ciclopirox tcpical cream
OTC Meds: None
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PLEASE TYPE OR USE BLACK INK

The FDA Safety Information and
Adverse Event Reporting Program

1 L

FDA Rec.
Date

Nete: For date prompts of "dd-mmm-yyyy" please use 2-digit day, 3-letler month
abbreviation, and 4-digit year; for example, G1-Jul-2015.
| A. PATIENT INFORMATION

P’! (;’nient Identifier| 2. Age  [/] Year(s) [ Month(s) | 3. Sex 4. Weight
1 30 [JWeekis) [] Day(s) 115
— Female
or Date of Birth (e.q., 08 Feb 1925) o i
D Male
In Confidence ! [l k9

5.a Ethnicity (Check
single best answer)

5.b.Race (Check all that apply)

[[] Asian ] American Indian or Alaskan Native
[:] Black or African American White
Not Hispanic/Latino [[] Native Hawaiian or Other Pacific Islander

B. ADVERSE EVENT, PRODUCT PROBLEM
1. Check all that apply

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

[] Hispanic/Lating

2, Outcome Attributed to Adverse Event (Check all that apply)

[[] Death include date (da-mmm-yyyy):
[[] Life-threatening

D Hospitalization - initial or prolonged
D Othear Serious (Important Medical Evenls)

[:] Required Intervention to Prevent Permanent Impairment/Damage (Devices)

Disability or Permanent Damage
[] Congenital Anamaly/Birth Defects

3.  Dose or Amount Frequency Route
i pplied to a surface, usuall
#1 the skin
#2
4. Dates of Use (From/To for each) (If unknown, 9, Event Abated After Use
give duration, or best estimate) (dd-mmm-yyyy) Stopped or Dose Reduced?
#1 16-Apr=2016 - 16-Apr=2016 Doesn't
#1 Y No
#2 " D D apply
5. Dlagnosis or Reason for Use (indication) #2 Dves D No 2:;,;"'
H smoothing treatment
#1 o gk = 10.Event Reappeared After
Reintroduction?
Doesn't
# b
#2 [CIyes [INo apply
8. Is the Product 7. Is the Product #2 []ves [ INo DaDoeén«
Compounded? Qver-the-Counter? P
#1 [] Yes No #1 Yes [ Neo
#2 ] Yes [] No #2 [] Yes []No
B. Expiration Date (dd-mmm-yyyy) 4 i#z
E. SUSPECT MEDICAL DEVICE
1. Brand Name
2. Common Device Name 2o. Procode

3. Date of Event (dd-mmm-yyyy) 4. Date of this Report (dd-mmm-yyyy)

16-Apr-2016 28-May-2016

5. Describe Event, Problem or Product Use Error
See additional page(s) for complete text.

3. Manufacturer Name, City and State

cTu

Mﬁ Sﬁr of Device

6. Relevant Tests/Laboratory Data, Including Dates
See additional page(s) for complete text,

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

See additional page(s] for complete Lext.

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

[Jyes [Z]No []Retumed toManufacturer on:

D. SUSPECT PRODUCTS

(dd-mmm-yyyy)

¥ Name. ManufactureriComoounder. Strenath (from oroduct labell

VEBEALIBI BAWWYLEL MNudd TLULTOTL

4. Model # Lot#
DHeallh Professional
Catalog # Expiration Date (dd-mmm-yyyy)| [ ] Lay User/Patient
D Other:
Serial # Unique ldentifier (UDI) #

8. If Implanted, Give Date (dd-mmm-yyyy) | /- W Explanted, Give Date (dd-mmm-yyyy)

8. Is this a single-use device that was
reprocessed and reused on a patient?

[] Yes [] Ne

G 17 Yes to ftem 8, Enter Name and Address of Reprocessor

#1 - Manufacturer/Compounder #1- Lot #

Brazilian Blowout

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

#2 - Name and Strength #2 - NDC # or Unique 1D

Product names and therapy dates (Exclude freatment of evant)

Sea adivional pags(s) for cumplete tawt

1_Name ang AgOoress P i ————
Last Name: (h) (6) ] Firsﬂlame.(b)_ (6)

Address. ! - |
City |State/Province/Region:

Country: |ZIP/Postal Code

Phone # E-mail.

#2 - Manufacturer/Compounder #2- Lot #

2. Health Professional?

[CJyes [JNo

3. Occupation 4. Also Reported to:

Manufacturer/
Compounder
[[] user Facility

to the manufacturer, please mark this box:

5. if you do NOT want your identity disclosed
[T] Distributorfimporter

CADME EMA aEAn fAniAEy
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G972
B.5. Describe Event or Problem (continued)

Got a Brazilian Blowout in the afternoon. Get an acute headache immediately after and felt
fatiqued and dizzy for about a week after the procedure. I also had a sore mouth and threat,
it felt as if my entire mouth had been burned, for apout a week after. On the third night

after receiving the procedure, I had insomnia, my heart started racing and I was shaking. I
felt as if my body had been poisoned.

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

None

3.7. Other Relevant History, Including Preexisting Medical Conditions
and ailcohol use, hepatic/renal dysfunction, etc.} {continued)

(e.g. allergies, pregnancy, smoking
Medical Conditiong; None
Allergies: Sulfa drugs

ZImportant Ipformation: WNone

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

BX Meds: Ciclopirox tcpical cream
OTC Meds: None

20f2



June 27, 2016

BRAZILIAN BLOWOUT
28001 Dorothy Dr
Agoura Hills, California 91301-2609

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 196901.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

/

Lyle Canida, Pharm.D., M.S.

LCDR, U.S. Public Health Service

Branch Chief, Signals Management Branch
Division of Public Health Informatics &
Analytics

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure



ASE TYPE OR USE BLACK INK

PLE

PV VST S RV VS W VW En

| Date

Note: For gale prampls of “dd-mmimi-yyyy” please use 2-diglt day, 3-letier month

abbreviation, and 4-digit year, for example, 01-Jul-2015,

A. PATIENT INFORMATION

1. Patient Identifier) 2. Age [ ] Year(s) [] Montn(s) | 3. Sex 4. Weight
el [ Weekis) [] Day(s) 144
Femal
or Date of Birth (e.a. 08 Feb 1925) . Ib
i Male
In Confidence = . , L x

5,a.Ethnicity (Check

5.b.Race (Check all that apply)
single bes! answer)

[:] Asian  [] American Indian of Alaskan Native
[[] Btack or African American White
Not Hispanic/Latino | ™] Native Hawailan or Other Pacific Islander

B. ADVERSE EVENT, PRODUCT PROBLEM
1. Check all that apply

Adverse Event

[:] Hispanic/Latino

[] Product Problem (e.g., defects/malfunctions)
D Product Use Error E] Problem with Different Manufacturer of Same Medicine

2. Outcome Attributed to Adverse Event (Check all that apply)
[] Death inciude date (dd-mmm-yyyy):
D Life-threatening Disability or Permanent Damage
E] Hospitalization - initial or prolonged [:I Congenital Anomaly/Birth Defects

[] Other Serious (Important Medical Events)
[[] Required Intervention to Prevent Permanent impairment/Damage (Devices)

3. DoseorAmount  Frequency

Route

# 2 Ounce (s) Cnce a day

Pashed my hair with IE

#2

4. Dates of Use (From/Ta for each) (If unknown,
give durafion, or bes( eslimale) (dd-memm-yyyy)

16=Jun=201€ - 03-=Jul=2016

#1

8. Event Abated After Use
Stopped or Dose Reduced?

#2

#1 [-_-, Yes [Z|N° D Doesn't

5. Diagnosis or Reason for Use (indication)
Smoothing for hair

apply
#2 [Jves [JNo []

Doesn'l
apply
10.Event Reappeared After
Reintroduction?

w2

# [ZYes [INo g™

6. Is the Product 7. Is the Product #2 [Jves [JNo Dg";’y""
Compounded? QOver-the-Counter? P

#1[7 ves [JNo [ #1 [7]Yes []No

#2 ] Yes [ MNo #2 []ves [InNo

1. Brand Name

B. Expiration Date (dd-mmm-yyyy) 1 In
E. SUSPECT MEDICAL DEVICE

2. Common Device Name

3, Date of Event (dd-mmm-yyyy) 4. Date of this Report (dd-mmm-yyyy)

. Procode

T

3. Manufacturer Name, City and State

20-Jun-2016 04-Jul-2016 iJ ,
UL ~5 20
5. Describe Event, Problem or Product Use Error
See additional page(s) for complete text. 4. Model # Lot# 5. Operator of Device
D Health Professional
Catalog # Expiration Date (dd-mmm-
6. Relevant Tests/Laboratory Data, Including Dates porson f YY) D Lay User/Patient
See additional page({s) for complete text. D Other:
Serial # Unique Identifier (UDI) #
7. Other Relevant History, Including Preexisﬁng Medical Conditions (e.g.,
allergies, pregnancy, smoking and alcohol use, liver/kidney problems, elc.)

6. If Implanted, Give Date (dd-mmm-yyyy) | 7. Explanted, Give Date (dd-mmm-yyyy)

See additional page(s) for complete text.

8. Is this a single-use device that was
reprocessed and reused on a patient? D Yes D No

9. 1T Yes 1o ltem B, Enter Name and Address of Reprocessor

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

V] Yes [ No [[]Retuned to Manufacturer on:

| D. SUSPECT PRODUCTS
1. Name, Manufacturer/Compounder, Strength (from product label)

(dd-mmm-yyyy) F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (Fxclude freatment of event)
See additional page(s) for complete rext.

#1 - Name and Strength #1 - NDC # or Unique 1D | G. REPORTER (See confidentiality section on back)
Brazilian blowout acal anti 0 i
frim, 12 350 ml Last Name:[b _ igj" Fust Name'ﬁﬁl |
Lo el )
#1 - Manutaclurer/Compounder 1 Lot# c—m,(h:) (ﬂ) State/Province/Region
GIB LIC 9947150 ok o
Country: g |ZIPiPostal Code () (6)
#2 - Name and Sirength #2 - NDC # or Unique ID Phone # [ E-maik 7
i
2. Health Professional? |3, Occupation 4. Also Reported to:
[Cves [INo
#2 - Manufacturer/Compounder #2- Lot # g:;lggﬁlg::’
5. If you do NOT want your identity disclosed [ User Facility
to the manulacturer, please mark this box: m [‘_‘l dlﬁiﬂnmlmengr
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I had a Brazilian blowout done on June 16. I have had breathing problems and upset stomach/
diarrhea . I went to allergist/asthma dr. My mild asthma had become worse. My breathing test
was poor. I was given a breathing treatment , Zyrtec, tested for allergies. I was prescribed
a dally inhaler and nasal spray for three months. I have stopped using the Brazilian blowout
shampoo and conditioner because this made my symptoms increase. Extremely frustrated and
hoping this hasn't done permanent damage.

B.%. Relevant Tests/Laboratory Data, Including Dates (continued)

6/22/ 2016 breathing and allergy testing done.

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

Medical Conditions: Mild asthma
Allexrgies: Sulfa drugs bactruim
Important Information:

F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (continued)
RX Meds: Trazodone, Zoloft, fluticasone, pre air hfa sinqular zyrtec

OIC Meds:

20f2



ASE TYPE OR USE BLACK INK

PLE

MM VEI S5 Y SIL IV M § VW

Late

Note: For date prampls of “dd-mmimi-yyyy” please use 2-diglt day, 3-letier month

abbreviation, and 4-digit year, for example, 01-Jul-2015,

A. PATIENT INFORMATION
.‘:auem Identifier| 2. Age [ ] vear(s) 1 Montn(s)

_ [Jweekis) [] payts)
or Date of Birth (e.g, 08 Feb 1925) Facnald -
(.b) (6) [[] Male D kg

In Confidence

5,a.Ethnicity (Check
single bes! answer)

5.b.Race (Check all that apply)
[j Asian |:| American Indian or Alaskan Native
[[] Black or African American White

Not Hispanic/Latino | ™] Native Hawailan or Other Pacific Islander

B. ADVERSE EVENT, PRODUCT PROBLEM
1. Check all that apply

Adverse Event

D Hispanic/Latino

[] Product Problem (e.g., defects/malfunctions)
D Product Use Error E] Problem with Different Manufacturer of Same Medicine

2. Outcome Attributed to Adverse Event (Check all that apply)
[] Death inciude date (dd-mmm-yyyy):
D Life-threatening Disability or Permanent Damage
[] Hospitalization - initial or prolonged [[] congenital Anomaly/Birth Defects

[] Other Serious (Important Medical Events)
[[] Required Intervention to Prevent Permanent impairment/Damage (Devices)

3. Dose or Amount

Frequency

Route

# E Ounce(s)

Cnce a day

Pashed my hair with IE

#2

#1 16~Jun-2016€ -

4. Dates of Use (From/To for each/ (If unknown,
give duration, or best estimale) (dd-mmm-yyyy)

03=Jul=2016

9. Event Abated After Use
Stopped or Dose Reduced?

#2

#1 [-_-, Yes [Z|N° D Doesn't

Smoothing for hair

5. Diagnosis or Reason for Use (indication)

apply
#2 [Jves [JNo []

Doesn't
apply
10.Event Reappeared After
Reintroduction?

w2

# [ZYes [INo g™

6. Is the Product

7. Is the Product

#2 [Jves [JNo Dg:;’y""

Compounded? Qver-the-Counter?
#1[7 ves [JNo | #1 [7]Yes []No
#2 ] Yes [ MNo #2 []Yves [InNo

1. Brand Name

B. Expiration Date (dd-mmm-yyyy) 1 In
E. SUSPECT MEDICAL DEVICE

2. Common Device Name

3, Date of Event (dd-mmm-yyyy) 4. Date of this Report (dd-mmm-yyyy)

20-Jun-201%6 04-Jul-2016

5. Describe Event, Problem or Product Use Error
See additional page(s) for complete text.

6. Relevant Tests/Laboratory Data, Including Dates
See additional page(s) for complete text.

. Procode

T

3. Manufacturer Name, City and State

5. Operator of Device

D Health Professional

4. Model # Lot#
Catalog # Expiration Date (dd-mmm-yyyy)|
Serial # Unique Identifier (UDI) #

E] Lay User/Patient

[C] other:

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

See additional page(s) for complete text.

6. If Implanted, Give Date (dd-mmm-yyyy) | /- ¥ Explanted, Give Date (dd-mmm-yyyy)

8. Is this a single-use device that was
reprocessed and reused on a patient? D Yes D No

9. T Ves to ltem B, Enter Name and Address of Reprocessor

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

/] Yes [ No [[]Retuned to Manufacturer on:

| D. SUSPECT PRODUCTS

1. Name, Manufacturer/Compounder, Strength (from product label)
#1 - Name and Strength #1 - NDC # or Unique 1D
Brazilian Dlowout acail anti ‘

(dd-mmm-yyyy) F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (Fxclide freatment of event)
See additional page(s) for complete rext.

— 1

GIB LLC - 394715D VG, —
Country 5 [ZIP/Postal Code b) i (6) b Nl

#2 - Name and Strength #2 - NDC £ or Unique 1D Bhone & TE-mal ' F—
Z. Health Professional? |3, Occupation

4, Also Reported to:

[CJves [JNo

#2 - Manufacturer/Compounder #2- Lot # g::\lggﬁlg::’
5 If you do NOT want your identity disclosed [ User Facility
to the manufacturer, please mark this box: @ [‘_‘] ﬂ.ﬁi&;lmlmgemr

EADA CRA 280A 1ANIA RN Cuibmminming of o remmd dane st e St Aiant | mr s mendi ot mmisend ar seatribiotnd 0 tha cvnnd




I had a Brazilian blowout done on June 16. I have had breathing problems and upset stomach/
diarrhea . I went to allergist/asthma dr. My mild asthma had become worse. My breathing test
was poor. I was given a breathing treatment , Zyrtec, tested for allergies. I was prescribed
a dally inhaler and nasal spray for three months. I have stopped using the Brazilian blowout
shampoo and conditioner because this made my symptoms increase. Extremely frustrated and
hoping this hasn't done permanent damage.

B.%. Relevant Tests/Laboratory Data, Including Dates (continued)

6/22/ 2016 breathing and allergy testing done.

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

Medical Conditions: Mild asthma
Allexrgies: Sulfa drugs bactruim
Important Information:

F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (continued)
RX Meds: Trazodone, Zoloft, fluticasone, pre air hfa sinqular zyrtec

OIC Meds:

20f2



September 20, 2016

GIB LLC
6855 Tujunga Ave.
North Hollywood, California 91605

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 198069.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

/

Lyle Canida, Pharm.D., M.S.

LCDR, U.S. Public Health Service

Branch Chief, Signals Management Branch
Division of Public Health Informatics &
Analytics

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure
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October 24, 2016

BRAZILIAN BLOWOUT
10615 W Vanowen St
Burbank, California 91505-1136

To Whom It May Concern:

This letter is to inform you that the Food and Drug Administration's Center for Food Safety and
Applied Nutrition (CFSAN) has received a report of an illness or injury allegedly associated with
the use of one of your products. This report has been entered in to the CFSAN Adverse Event
Reporting System (CAERS). The agency uses CAERS to identify potential public health issues
that may be associated with the use of a particular product. We have enclosed a copy of the
redacted report, removing all information that could identify either the reporter or the person
experiencing the adverse event.

We are providing you with all of the information we have received to date. At this time, we have
not yet evaluated this report, nor have we established a relationship between the reported event
and your product. Information about FOIA can be found on FDA's web site,
http://www.fda.gov/foi/foia2.htm.

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5001
Campus Drive, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 199664.

If we can be of further assistance, please do not hesitate to contact the CFSAN/CAERS staff at
240-402-2405 or CAERS@fda.hhs.gov.

Sincerely yours,

/

Lyle Canida, Pharm.D., M.S.

LCDR, U.S. Public Health Service

Branch Chief, Signals Management Branch
Division of Public Health Informatics &
Analytics

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure






