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Fibromyalgia

|Please list all allergies (such as to drugs, foods, pollen or others)

Penicillin, shellfish

List any other important information about the person (such as smoking, pregnancy, alcohol use, etc.)

[List all current prescription medications and medical devices being used.

Valacyclovir 500 mg daily

|List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used.

Probiotic, vitamin b complex, vitamin d, Alavert, tylenol

|Section F - About the Person Filling Out This Form

Primary? Yes

N Reporter is Patient? ]
Title
Last name (b) (6)
Middle Name
First name (b) (6)
Number/Street (b) (6)
City (b) (6)

| state/Province ]
Country USA
ZIP or Postal code (b) (6)
Telephone number (b) (6)

~ | Email address (b) (6) |
Fax
Reporter Organization

N Department ]
Reporter Speciality
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Today's date 24-May-2019

Did you report this problem to the| No
company that makes the product
(the manufacturer/compounder)?

If you do NOT want your Yes
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Requested):
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All dates displayed in the report are in EST(GMT-05:00) time zone

FESEENS

Company Unit CDER-CTU Originating Account FAERS
Source Medium MWO (Drug) Source Form Type E2B XML 3500B
Priority Routine

Override Auto Calculation Rule No

FDA Received Date 06-Jul-2019 CTU Received Date 06-Jul-2019
CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug
Assign To User

User/Group

Forward to Department A cDER (CDER-OSE-RSS-CTU@fda.hhs.gov) (E2B)

Case Priority Direct

|Contact

Case First Name Last Name Email Address Phone
Reporter
A (b) (6) (b) (6) (b) (6) (b) (6)

|Section A - About the Problem

What kind of problem was it?
(Check all that apply)

E Were hurt or had a bad side effect (including new or worsening symptoms)
D Used a product incorrectly which could have or led to a problem
D Noticed a problem with the quality of the product

D Had problems after switching from one product maker to another maker

Date the problem occurred

Serious

03-Jul-2019

Yes

Did any of the following happen?
(Check all that apply)

D Hospitalization - admitted or stayed longer
D Required help to prevent permanent harm
E Disability or health problem

D Birth defect

D Life-threatening

D Death

I:l Other serious/important medical incident(Please Describe Below)

any additional documents if necessary)
| had a Keratin treatment applied at Hair Today in Norriston in Pennsylvania and it caused severe eye and nasal watering.

4.Tell us what happened and how it happened (Include as many details as possible FDA may reach out to you for

|[Relevant Test/Laboratory Data 1 0f 1
Test Name Test Date
Test Result Test Unit
Low Test Range High Test Range
More Information Available?
Generated by: SYSTEM Generated on: 06-Jul-2019 09:15:12 Page 1 of 5
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|Section B - Product Availability

Do you still have the product in No
case we need to evaluate it?

Do you have a picture of the No
product? (check yes if you are
including a picture)

|Section C - About the Products 1 of 1
Suspect Yes
Primary? Yes
Type Drug/Biologic
N This report is about Cosmetic,Dietary Supplement or Food/Medicinal Food -
Name of the product as it Keratin Hair Treatment

appears on the box, bottle,
or package (Include as many
names as you see)

Name of the company that
makes (or compounds) the

| product ]
Product Type(check all that |:| Over-the-Counter
apply) 1 _ -
Compounded by a Pharmacy or an Outsourcing Facility

I:l Generic

I:] Biosimilar
Strength If Other
NDC number

Did the problem stop after the Yes
person reduced the dose or
stopped taking or using the
product?

Did the problem return if the Doesn't Apply
person started taking or using the
product again?

Expiration date

Lot number

Dosage Form

Quantity If Other

N Frequency If Other N
How was it taken or used If Other
Date the person first started 02-Jul-2019

taking or using the product

Date the person stopped taking | 02-Jul-2019
__| orusing the product

Give best estimate of duration

Generated by: SYSTEM Generated on: 06-Jul-2019 09:15:12 Page 2 of 5
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Is therapy still on-going?
|Why was the person using the product? (such as what condition was it supposed to treat)

Keratin Treatment

‘ Returned to Manufacturer On

|Section D - About the Medical Device

Name of medical device

Name of the company that
makes the medical device
Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can
locate them)

Model Number
Catalog Number

Lot Number

Serial Number
UDDI Number

Expiration date

Was someone operating the
medical device when the problem
occurred?

|For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)

Date the implant was put in Date the implant was taken out (If
relevant)

|Section E - About the Person Who Had the Problem

Person's Initials (b) (6)

Gender Female

Age (specify unit of time for age) | 43 Year(s)

Date of Birth
Weight 74.25 kg
Ethnicity (Choose only one) Not Hispanic/Latino

Race (CheCk all that apply) I:] American Indian or Alaskan Native

D Native Hawaiian or Other Pacific Islander

D Asian
@ White

E] Black or African American

|List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)
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Asthma and allergies

|Please list all allergies (such as to drugs, foods, pollen or others)

Pollen, dust mites, mold and dog dander

List any other important information about the person (such as smoking, pregnancy, alcohol use, etc.)

[List all current prescription medications and medical devices being used.

Fluticasone nasal spray and loratadine

|List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used.

Vitamin D3, Omega 3, Magnesium, Iron and multi

|Section F - About the Person Filling Out This Form

Primary? Yes

N Reporter is Patient? ]
Title
Last name (b) (6)
Middle Name
First name (b) (6)
Number/Street (b) (6)
City (b) (6)

| state/Province B ]
Country USA
ZIP or Postal code (b) (6)
Telephone number (b) (6)

~ | Email address (b) (6) |
Fax
Reporter Organization

N Department ]
Reporter Speciality
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Today's date 06-Jul-2019

Did you report this problem to the| No
company that makes the product
(the manufacturer/compounder)?

If you do NOT want your No
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Requested):
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FESEENS

FDA 3500B Form
CTU No.: FDA-CDER-CTU-2019-89010 | Department: CFSAN | RCT No.: RCT-496785 | CTU Triage Date: 31-07-2019 | Total Pages

Forward to Department

Case Priority

Company Unit CDER-CTU Originating Account FAERS

Source Medium MWO (Drug) Source Form Type E2B XML 3500B
Priority Routine

Override Auto Calculation Rule No

FDA Received Date 31-Jul-2019 CTU Received Date 31-Jul-2019
CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

kA cDER (CDER-OSE-RSS-CTU@fda.hhs.gov) (E2B)

Direct

|Contact

Case First Name

Reporter

Last Name

M (b) (6)

Email Address

Phone

(b) (6)

(b) (6)

(b) (6)

|Section A - About the Problem

What kind of problem was it?
(Check all that apply)

E Were hurt or had a bad side effect (including new or worsening symptoms)

D Used a product incorrectly which could have or led to a problem

D Noticed a problem with the quality of the product

D Had problems after switching from one product maker to another maker

Date the problem occurred

Serious

Yes

Did any of the following happen?
(Check all that apply)

I:] Hospitalization - admitted or stayed longer

D Required help to prevent permanent harm

E Disability or health problem

D Birth defect
D Life-threatening

D Death

I:l Other serious/important medical incident(Please Describe Below)

any additional documents if necessary)

4.Tell us what happened and how it happened (Include as many details as possible FDA may reach out to you for

I am a hairstylist . | have had reactions which | believe where caused by Brazilian blowout. My doctors currently think that my
inflamed liver has been a result of my inhalation of the formaldehyde fumes from this product

|[Relevant Test/Laboratory Data 1 0f 1
Test Name Test Date
Test Result Test Unit
Low Test Range High Test Range
More Information Available?
Generated by: SYSTEM Generated on: 31-Jul-2019 17:45:06 Page 1 of 5
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|Section B - Product Availability

Do you still have the product in No
case we need to evaluate it?

Do you have a picture of the No
product? (check yes if you are
including a picture)

|Section C - About the Products 1 of 1
Suspect Yes
Primary? Yes
Type Drug/Biologic

This report is about

Name of the product as it Brazilian blowout .smooth ritual . Uberliss. Keratin complex. Express
appears on the box, bottle,
or package (Include as many
names as you see)

Name of the company that Brazilian blowout.Uberlis s. coppol
makes (or compounds) the
| product |
Product Type(check all that E Over-the-Counter
apply) ]
Compounded by a Pharmacy or an Outsourcing Facility

I:l Generic

I:] Biosimilar
Strength If Other
NDC number

Did the problem stop after the Yes
person reduced the dose or
stopped taking or using the
product?

Did the problem return if the Yes

person started taking or using the
product again?

Expiration date

Lot number

Dosage Form

Quantity If Other
Frequency If Other
How was it taken or used Respiratory (inhalation) If Other

Date the person first started
taking or using the product

Date the person stopped taking
__| orusing the product

Give best estimate of duration
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Is therapy still on-going?
|Why was the person using the product? (such as what condition was it supposed to treat)

‘ Returned to Manufacturer On

|Section D - About the Medical Device

Name of medical device

Name of the company that
makes the medical device
Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can
locate them)

Model Number
Catalog Number

Lot Number

Serial Number
UDDI Number

Expiration date

Was someone operating the
medical device when the problem
occurred?

|For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)

Date the implant was put in Date the implant was taken out (If
relevant)

|Section E - About the Person Who Had the Problem
(b) (6)

Person's Initials

Gender Female

Age (specify unit of time for age) | 47 Year(s)

Date of Birth
Weight 61.2 kg
Ethnicity (Choose only one) Not Hispanic/Latino

Race (CheCk all that apply) I:] American Indian or Alaskan Native

D Native Hawaiian or Other Pacific Islander

D Asian
@ White

E] Black or African American

|List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)
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Autoimmune hepatitis Nash

|Please list all allergies (such as to drugs, foods, pollen or others)

Penicillins Omnicef Tequiin Macrobid Mango Surgical adhesive

List any other important information about the person (such as smoking, pregnancy, alcohol use, etc.)
None

[List all current prescription medications and medical devices being used.

Hydroxizine allergy med

|List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used.

Probiotic

|Section F - About the Person Filling Out This Form

Primary? Yes

Reporter is Patient?

Title

Last name (b) (6)
Middle Name

First name (bHE)
Number/Street (b) (6)
City ® ©)

State/Province ®)©)

Country UNITED STATES
ZIP or Postal code (b) (6)
Telephone number (b) (6)
| Email address (b) (6)
Fax

Reporter Organization

Department

Reporter Speciality
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Today's date 31-Jul-2019

Did you report this problem to the| No
company that makes the product
(the manufacturer/compounder)?

If you do NOT want your Yes
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Requested):

Generated by: SYSTEM Generated on: 31-Jul-2019 17:45:06 Page 5 of 5
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_______ FDA Use Only
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R _ } i 11 ]! |
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2. Outcome Attributed to Adverse Event (Check sif that aopiy) 6. is the Product 7.1s the Product Over~ apply
[ Deatr  nciude date (dd-mmm-yyyy) : Compounded ? the-Cournter? .
#1 #1 # DYesDNoDDoesm
[] tife-threatening [ Disability or Permanent Damage Oves Tno O ves [Ino apply
] Hospitalization - initiaf or prolonged ] Gongesital AnomalyfBith Defects # [TJYes T INo #2 [Jves [Ine
Orther Serious (Important Medical Events) 8. Expiration Date {dd-Tunm-yyyy)
[ Required Intetvention 1o Prevent Permanent Impalrment/Damage (Devices) #1 #2
| 25~ Al.-g -2018 3. LONACT UIMICE (and WA nuardcionng Site 1or Devices) £. Phohe NumbDer
Name T32-784.2672
<. Destribe Eveit or Frobism JNG Consumer US Cosmetic el
This spontaneocus report received M; —— e 2. Repod Solims
from =z patient concerned a femzle OCMS (Check afl that aoply)
of unspecified age. b -
The pstient's weight, height, and gi?liﬁa‘ﬁd}%ew Reiad {1 Foceign
mediczal histary were not reported. : e s
The pstient received OGX EVER Continued {] stedy
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Continued ngami@®its.jnj.com 5] Gorsumer
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. . ANDA# Campary
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g D ¥ Representalive
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& IfIND, Glve Protocol # BAy | L]Disied
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allergies, pregriancy. smoking and alconol use, iverkidney problems, etc.} S10(k) #
! Type of Report =
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vl Proctuct (] Yes
L__I Sday %] H0day
[(rday [7]Periodic Pre-1830 {_] Yes
0000000000000 —— | ... - PR
1. Name, Manufacturer/Compounder, Strength [(i5wday [ Followup i
#1 - Name and Strength #1-NDC # or Unigus 1D
CGX EBVER Continued @ Manulacturer Reporl Numb 5 Ad Evertl Te'mﬁ)
#1 - ManufacturerCompotinder #1 - Lottt U= ST I= 00 5 U2 U5 1’ PORMALDEUYDE POISONING
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_ _ {zocooa428), Chemical
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LUONBCOUIRE LAl DI UGS NUOL mRCLOLLCU
chy: (BY(B) |Swreervtnce:Regiun :
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Submission of a report does not constitute an admission that medical 2 Health " 3. Occupation 4 :;‘,"‘",t",’;,";’{,‘:"“‘° Sent
| pol

personnel, user facility, importer, distributor, manufacturer or product

[ oz :
caused or contributed to the event. []ves Mino ||Patiect
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- Fare Aonrovied OMA Ne 900287 Funles SEANCNEA

U.2. Lepanment of Healn ana fuman >ervices Por use by uscr-taciiines, R - ST
4ig 4 v . - - . T Repo
Food and Drug Administration 1m|mr.thr5. distributors a'nd mm?u‘mchm.m US -JNJFOC-2 019082052
ME Dw ATCH for MANDATORY reporting uFHmEE'Ea?liEpms A
FORM FDA 3500A (10/15) Page 1 of 2
FDA Use Only
Nate: For date prompte of "dd-mmm-yyyy' please use 2-digit day, 3-etter month 3. Dose Frequency Routs Used
abbreviation, and 4-digit year, for example, 01-Jul-2D015. 1 f iTOp ical
A. PATIENT INFORMATION ' |
1. Patient Identifier | 2. Age [ ] vaars) [ Monthis) | 3. Sex 4, Weight i 5 - - { o l; a w
() (=) [ weekis) [ Dayisi %) Famale " i 1 = —
P E— co -t agan) []le 4. The Dates (f unknown yive duration) frum/ | 9. Event Abated After Use
e (b) (6) L] Male O to (or pest estimate]) (aa-nmm-yyyyl Stopped or Dose Reduced?
Y = ¥ L
g #1 #1 [_lves |_JNo [X] Doesnt
5.2, Ethniclty {Chack 5.b, Race (Check aif that apply) 0 apply
bmgle best answer) D Asian D American indian ar Alaskan Mative 5. D1 Is for Use findicati
- B nosis for Use {indication, #
R ;snarxac/Lét:na . ["| Biack or African American | White ::1 T;S}QNCJ?&N THDL '1'1)01'; 2 [ves [No [ Sg:@nt
{7} Not Hispanic/Latino | ] Native Hawaiian or Cther Pacific slander ‘ o
- 1. Event Reappeared After
E. ADVERSE EVENT OR PRODUCT PROBLEM #2 Relntreduction?
1. X Adverse Event  andlor | Froduct Problem (e.g., defectsinaifunctions) #1 [Myes Mne [X] Doesnt
2. Outcome Attributed to Adverse Event (Check s that aopiy) 3. {s the Product | 7.1s the Product Over- apply
. ? ?
[ Death  tnciude date (do-mram-yyyy) : #100mpounded Mtha-Coumer #2 [ Yes [J No [ Doesn't
[ Life-threatening [ Disability or Permanent Damaga Oves Tino O ves [Ine apply
[T Hospitalization ~ initiat or prlongad [[] Gangznital Anomaly/Birth Deiects #2 [JYes [ ]No #2 []ves [INe
&] Other Serious {Important Meadizal Events) 8. Expiration Date {dd-mmn-yyyy)
[ Requirad Intarvention to Prevent Permanant ImpainnentiDamags (Devices ! #1 [ #2
) e OT BV (MO-STmm-yyyy) A LIS OFINLS NEPIFE | ORIy yyy) oo = i s Cs tE se e e e  —————
277 Z\ug -2019 1. Corntact Office (and Manufactuning Site for Devicas) 2. Phone Number
Describe Event or Frobl Nurre 732-754-2672
5. Desc VEriL or Frablem ING Consumer US Cosmetic
This spontanecus report received ~ = - ‘ 3. Raport Souror
from @ patient concerned a fewzle ] (Check il that auply)
of unspecifiesd age. a0 S erd s
The patient's weight, height, znd éﬁ;l%;ggaﬁ};ew sl ) Forsign
medical history were not reported. e £k :
The pat ient received QGX EVER Continued L Sty
STRAIGUTENING 3RAZILIAN KERATIN ST (] theiiee
Continued ngami@its.jnj . com 3] Consumer
8. Relevant Tests/Laboratory Data, Including Dates Compeunding Outsowreng Facility 50387 || ves ["] Heatth Profossional

4. Date Recsfved by 5. ™ i
Manufacturer {co-numm-yyyy) NDAY¥ g Shome ey
: ; ANDA® Garrpany
La-aug-2Q012 it
g ~ IND# Repesantative
] Distribut
6. 1 IND, Glve Protocol # BLA# L] Shleitasior
7. Other Relevant History, Including Preexisting Medical Conditions{z.g., PMAS 0 oxher
allergies, pregnancy. smoking and alcchol use, liverrkidney problems, efc.} 510(k) #
7. Type of Report
(Ch ali tha! 1 Cambination
{Chrack &l that apply) Produd 7] ves
[:]&day m 3G-day
[(J7day [ Pericdic Pre-1928 [ ] ves
—_— = —— T
1. Naime, Manufacturer/Compounder, Strength [()13dsy [ Foliowups
#1 - Name and Strength #1=-NDC # or Unigue D
CGX EVER Continued 9. Manufzact Report Numb 5. Ad Event Tslm&s)
3 0 2 b w SO =
#1 - Manufactures/Comgpounder #1 - Lot# SELRENIOUALEEEEE M & ?Ef“ﬂl@m IXRE POLSCNING
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Fram Aucmcvasl MR8 Ferliren Q302010
U.D. Uepanment o1 HEann ana HUman Services For use by user-raciiines, P Sl AR
) : . N o .4 , . epor
Food and Drug Administration 1m|mr.tu5. distsibutors and lnax}u‘rachlmm US-JNJFOC-2019082052
MeoWarcH for MANDATORY rerting D
FORM FDA 3500A (10/15) Page 1 of 2
FDA Use Only
Nate: For date prompts of “dd-mmm-yyyy" pieass use 2-<digit day, 34ettsr montn 3. Dose Frequency Route Used
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All dates displayed in the report are in EST(GMT-05:00) time zone

FESEENS

Company Unit CDER-CTU Originating Account FAERS
Source Medium MWO (Drug) Source Form Type E2B XML 3500B
Priority Routine

Override Auto Calculation Rule No

FDA Received Date 19-Oct-2019 CTU Received Date 19-Oct-2019
CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

Forward to Department A cDER (CDER-OSE-RSS-CTU@fda.hhs.gov) (E2B)

Case Priority Direct

Contact

Case First Name Last Name Email Address Phone
Reporter
A (b) (6) (b) (6)

|Section A - About the Problem

What kind of problem was it?
(Check all that apply)

E Were hurt or had a bad side effect (including new or worsening symptoms)
I:] Used a product incorrectly which could have or led to a problem

I:] Noticed a problem with the quality of the product

I:] Had problems after switching from one product maker to another maker

19-Oct-2019

Serious No

Date the problem occurred

Did any of the following happen?

I:l Hospitalization - admitted or stayed longer
(Check all that apply) P y 9

I:] Required help to prevent permanent harm
I:] Disability or health problem

I:] Birth defect
I:] Life-threatening

I:] Death

I:] Other serious/important medical incident(Please Describe Below)
4.Tell us what happened and how it happened (Include as many details as possible FDA may reach out to you for

any additional documents if necessary)

Was in a salon where another client was receiving a keratin hair straightening treatment. The fumes released were toxic,
causing stinging eyes, runny nose and respiratory distress. There was no warning this procedure was being performed. And
there was no way to escape it without going outside, which is impossible in cold weather with wet hair. This is the second time

I have encountered this in a salon in the past three years, and | have respiratory issues, so do not take this lightly. | understand
OSHA may have ventilation regulations but the salons do not comply. And ALL customers and workers in the salon - not just
the ones who opt to receive or perform this treatment - are at risk. This product should be banned.

|[Relevant Test/Laboratory Data 1 0f 1
Test Name Test Date
Test Result Test Unit
Low Test Range High Test Range
More Information Available?
Generated by: SYSTEM Generated on: 19-Oct-2019 19:45:15 Page 1 of 5



Receipt No: RCT-627685 FDA 3500B Form

CTU No.: FDA-CDER-CTU-2019-121551 | Department: CFSAN | RCT No.: RCT-627685 | CTU Triage Date: 20-10-2019 | Total Page
s:5

|Section B - Product Availability

Do you still have the product in No
case we need to evaluate it?

Do you have a picture of the No
product? (check yes if you are
including a picture)

|Section C - About the Products 1 of 1
Suspect Yes
Primary? Yes
Type Drug/Biologic
N This report is about Cosmetic,Dietary Supplement or Food/Medicinal Food -
Name of the product as it keratin hair straightening treatment - brand unknown

appears on the box, bottle,
or package (Include as many
names as you see)

Name of the company that
makes (or compounds) the

| product ]
Product Type(check all that |:| Over-the-Counter
apply) 1 _ -
Compounded by a Pharmacy or an Outsourcing Facility

I:l Generic

I:] Biosimilar
Strength If Other
NDC number

Did the problem stop after the
person reduced the dose or
stopped taking or using the
product?

Did the problem return if the
person started taking or using the
product again?

Expiration date

Lot number

Dosage Form

Quantity If Other
Frequency If Other
How was it taken or used If Other

Date the person first started
taking or using the product

Date the person stopped taking
__| orusing the product

Give best estimate of duration

Generated by: SYSTEM Generated on: 19-Oct-2019 19:45:15 Page 2 of 5
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Is therapy still on-going?
|Why was the person using the product? (such as what condition was it supposed to treat)

cosmetic

‘ Returned to Manufacturer On

|Section D - About the Medical Device

Name of medical device

Name of the company that
makes the medical device
Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can
locate them)

Model Number
Catalog Number

Lot Number

Serial Number
UDDI Number

Expiration date

Was someone operating the
medical device when the problem
occurred?

|For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)

Date the implant was put in Date the implant was taken out (If
relevant)

|Section E - About the Person Who Had the Problem
(b) (6)

Person's Initials

Gender Female

Age (specify unit of time for age) | 61 Year(s)

Date of Birth
Weight 71.1 kg
Ethnicity (Choose only one) Not Hispanic/Latino

Race (CheCk all that apply) I:] American Indian or Alaskan Native

D Native Hawaiian or Other Pacific Islander

D Asian
@ White

E] Black or African American

|List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)

Generated by: SYSTEM Generated on: 19-Oct-2019 19:45:15 Page 3 of 5
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|Please list all allergies (such as to drugs, foods, pollen or others)

dust mites

List any other important information about the person (such as smoking, pregnancy, alcohol use, etc.)

[List all current prescription medications and medical devices being used.

|List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used.

|Section F - About the Person Filling Out This Form

Primary? Yes

Reporter is Patient?
Title

Last name (b) (6)
Middle Name
First name (b) (6)
Number/Street
City
State/Province
Country UNITED STATES

ZIP or Postal code

Telephone number

Email address

Fax

Reporter Organization

Department

Reporter Speciality

Generated by: SYSTEM Generated on: 19-Oct-2019 19:45:15 Page 4 of 5
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Today's date 19-Oct-2019

Did you report this problem to the
company that makes the product
(the manufacturer/compounder)?

If you do NOT want your Yes
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Requested):

Generated by: SYSTEM Generated on: 19-Oct-2019 19:45:15 Page 5 of 5
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March 13, 2013

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 # 163098.

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,
)

Ao & S

Debra Street

Chief

Emergency Response and Surveillance Branch
Center for Food Safety

and Applied Nutrition

Enclosure



83/19/2813 12:47 18603320178 MED WATCH " M‘GE 12/22

.S, Dapartmani al Health and Huran Services Form Aparoved: OMB Na. 0910-0201, Bxpirae: 1051/8
For VOLUNTARY reporting of $00 OMS smierntn) ¢n severs.

M E D WA rcn adverse cvents, praduct problems and e KB.E L;.

product. use errors
The FDA Safety Information and Yerncnat) Rbedanon + Paga 3 saquence
Adverse Evant Reporting Program

A. PATIENT INFORMATION
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Coppola Keratin Cemplex Smoothing Treatmont o ”
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F OTHER [CONCOMITANT) MEQICAL PRODLICTS
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B3/19/2813 12:47 188@3320178 MED WATCH PAGE 13/22

mepWarcH 50633

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

B5. Describe event or problem continued

changes to formaldehyde, & known carcinogen. Last week I received news that a3 stylist in
the local area who specializes in the treatment was diagnoged with lung cancer. This makes me
very concerned., My guestions: is the keratin krsatment safe? Is it FDA regulated? Does it omit
formaldehyde and if so, i# it enough to be c¢oncerned shout? Iz it linked to cancer? Is it
dangerous Lo just the client or stylist, or is it a potential threat to everyene in the galon?

Mall to: MEDWATCH orFAX to:
5600 Fishers Lene ~ 1-8D0-FDA-D1TR
Rockville, MD 20862.9787

Submission of 8 report does not constiute an admission that modical personnel or the product taused or contrihated to the event.

000002



March 26, 2013

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 # 163594.

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
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able to market the product as 'formaldehyde
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WMAR 19 2013
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4, Alvo Reported to:
[ Menutazturer

D User Faciiity
['| Dietribuiasimparias

3. Decupation
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For VOLUNTARY rcporting by health professionals of adverse events and product problems
Intarnet Submigsion - Page 2

B5. Describe event or problem continued

¢hanges o formaldehyde, a2 known carcinogen. Lagt week I received news that a stylist in
the local area who specializes in the treatment was diagnoged with lung cancer. This makes me
very concerned. My guestions: is the keratin rcreatment safe? Is it FDA regulated? Does it omit
formaldehyde and 1£f so, 18 it enough to be concerned about? I# it linked to cancer? Is it
dangerous to just the client or stylist, or is it a potential threat to everyens in the salon?

Mall to: MEDWATCH orFAX to:
5600 Fishers Lane 1-800.-FDA-0178
Rockville, MD 2085629787

Submission of 8 roport does not constitute an admission that madical peraonnel or the product caused or conttibuted to the svent.



March 26, 2013

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 # 163619.

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
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Adverse Evant Reporting Program
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For VOLUNTARY tcporting by health professionals of adverse events and product problems
Intarnet Submission - Page 2

B5. Describe event or problem continued

changes to formaldehyde, & known carcinogen. Last week I received news that a3 stylist in
the local area who specializes in the treatment was diagnoged with lung cancer. This makes me
very concerned., My guestions: is the keratin krsatment safe? Is it FDA regulated? Does it omit
formaldehyde and if so, i# it enough to be c¢oncerned shout? Iz it linked to cancer? Is it
dangerous Lo just the client or stylist, or is it a potential threat to everyene in the galon?

Mall to: MEDWATCH orFAX to:
5600 Fishers Lene ~ 1-8D0-FDA-D1TR
Rockville, MD 20862.9787

Submission of 8 report does not constiute an admission that modical personnel or the product taused or contrihated to the event.
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March 26, 2013

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 # 163621.

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
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mepWATCH

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

' B5, Describe event or problem continued

with no life whatscever, I began having terrible headaches and the hair began tall+ng o, 1
went back to Lhe owner, Caroline, three times and each time she told me that my hair would be
vkay. She said after 3 to § months, the keratin would be out of the hair. 1In the meantime I
wenl completely bald in the top of my head - from eac to ear, L contacted the company that
made the producl and chey claimed that she put toc much heat on my head. I went to other beauty
shope for creatments but nothing worked for the damage done to my hair., My last resort was the
Cleveland Clinic. They have reports of many women having damage from using these products and
in all cases hair lose is the major isgue. I have been wearing wigs for one year becauge of the
damage Lo my head. I feel a class action lawsuit needs to done in this situation,

_.—-______—-____——-,__—-._.—_.-__..—_.____.____.—_.______.._-——_

Mail to; MERDWATCH ar FAX to:
5600 Fishers Lane 1-800-FDA-0178
Rockvilie, MD 208528787
Submission of

report does not constitute an admiselon that medical personnel or tha preduct caused or contributed to the event
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June 06, 2013

Global Keratin Corp
5555 Ravenswood Road 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 # 164177.

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
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May 06, 2013

Nailtiques
10315 102nd Terrace
Sebastian, Florida 32958-7823

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 # 164818.

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
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PLEASE TYPE OR USE BLACK INK

U.S. Department of Health and Human Services

MEDWATCH

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

1. Patient Identifier |2. Age at Time of Event, or
ee Date of Birth
63 Caucasian

3. Sex
|:| Female
In confidence D Male
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR

4. Weight

Ib or
kg

Check all that apply:

1. D Adverse Event D 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: Disability or Permanent Damage
U] (mmIddryyyy)
D Life-threatening Congenital Anomaly/Birth Defect
] Hospitalization - initial or prolonged Other Serious (Important Medical Events)
. Required Intervention to Prevent Permaanmpairment/Damage (Devices)

3. Date of Event (mm/dd/yyyy)
06/05/2013

4. Date of this Report (mm/dd/yyyy)
06/10/2013

5. Describe Event, Problem or Product Use Error

Consumer used product on 06/05/2013 and experienced
burning eyes and burning skin. She went to the ER on
06/08/2013 and received an anti-inflammatory shot. She
contacted the manufacturer who said the product was
formaldehyde free. She thinks that it has formaldehyde
that is released by heat. She reports that she followed
application instructions. She didn’t do a patch test as
this was not indicated in the directions.

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.)

C. PRODUCT AVAILABILITY

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

D Yes D No
FORM FDA 3500 (10/05)

D Returned to Manufacturer on:

(mm/dd/yyyy)

FrVOLUNTARY eporingafadvreevents, podut problemsend produt
USERTR

Page __

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

Triage unit
sequence #

of

D. SUSPECT PRODUCT(S)

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

Mark Anthony Frizz Free Keratin Treatment

5. Event Abated After Use

3. Dates of Use (If Unknown, give duration) from/to (or

best estimate) Stopped or Dose Reduced?
# Doesn't
#1 Yes No
[ves [INo L5050
#2 b 't
oesn
#2 [ves [Ino [0

4. Diagnosis or Reason for Use (Indication)

8. Event Reappeared After

#1 Reintroduction?
Doesn't
#1 Yes No
[ves [INo L5050
6. Lot# 7. Expiration Date # D Yes D No D ?A\%%?;t

not available 9. NDC # or Unique ID

E. SUSPECT MEDICAL DEVICE

1. Brand Name

2. Common Device Name

3. Manufacturer Name, City and State

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

|:| Yes |:| No

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

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exclude treatment of event)

G. REPORTER (See confidentiality section on back)

1. Name and Address

(b) (6)

Phone # E-mail

2. Health Professional? 4. Also Reported to

L]

Manufacturer User

3. Occupation

Yes No

Facility
Distributor/Importer

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

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

001
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MARC ANTHONY

TRUE PROFESSIONAL

July 24,2013

Department of Health & Human Services
CFSAN / CAERS Staff

(HFS-11)

5100 Paint Branch Parkway

College Park, MD 20740

Ref: CAERS # 166420

To Whom It May Concern:

In response to your letter dated June 11, 2013 (copy attached) and the Form FDA 3500 (copy
attached) the product in question is the Marc Anthony Bye Bye Frizz Keratin Smoothing
Treatment.

Please be advised that this product is formulated without formaldehyde or compounds that
release formaldehyde and as such the irritation experienced by this consumer could not have
been caused by the release of any formaldehyde from this product. This is the only complaint
we have received on this product to date.

The product has been on the market since 2011 and we have not received any complaints other
than the one in question today. During the development of this product our contract
manufacturer, Zotos International Inc., has confirmed that no issues were noted while testing.

If you require further information regarding this case please contact us.

Regards,

-
-—
——

Alexander Servinis, BAS. CGA
General Manager
Marc Anthony Cosmetics Inc.

Tel: 905-530-2500 ext. 231 e
Toll Free (CA & USA): 1-888-295-8856

Fax: 905-530-2508

Email: alex@marcanthony.com

HEAD OFFICE = 190 Pippin Road * Concord « ON « Canada * L4K 4X9 = t: 805.530.2500 f: 805.530.2508 toll fg@00HEB.295.8856
SALONS: 1918 Avenue Road * Toronto * ON « M6M 4A1 +t: 416.789.1212 38 Avenue Road - Toronto » ON « M5R 2G2 + t: 416.789.1212



i Food and Drug Administration

& ey DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
\.,_,g College Park, MD 20740

June 11, 2013

Mark Anthony ‘ O P '
190 Pippin Road

Concord, Ontario
Canada

To Whom It May Concemn:

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.goy. Future correspondence
regarding this letter should reference CAERS # 166420.

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,

/ﬂZé.hc?f/g@,L

Debra Street

Chief

Emergency Response and Surveillance Branch
Center for Food Safety

and Applied Nutrition

Enclosure

000002
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The FDA Safety Information and sequence #
Adverse Event Reporting Program 166420

A. PATIENT INFORMATION

1. . tientidentifier |2. Age at Time of Event, or
Date of Birth: Female

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

63 Caucasian
Mark Anthony Frizz Free Keratin Treatment

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERRO

Check all that apply: ' 2. Poseor Amount Fraquancy. rnm
#1
1. [X}adverseEvent [ Product Problem (e.g., defects/malfunctions) I I I
[] Product Use Error [ Probiem with Different Manufacturer of Same Medicine # l L I i ]
2. Qutcomes Attributed to Adverse Event
(Check all that apply)
' 3. Dates of Use {if Unknown, give duration) from/ic (or | 5. Event Abated After Use
Death: Disabllity or Permanent Damage best estimate) Stopped or Dose Reduced?
(mm/ddlyyyy) O #1 Doesn't
Life-threatening 0 Congenital Anomaly/Birth Defect #1 [Jves [No Apply
—_— - ; #2
Hospitalization - initial or Other Serious (Important Medical Events)
o™ v prolonged #2 [Jves [INo D%ﬁ,’,“
Required intervention to Prevent PermaneTt Impaimrment/Damage (Devices) 4. Diagnosis or Reason for Use (Indication)
B. Event Reappeared After
3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dcyyyy) # Reintroduction?
06/05/2013 06/10/2013 Doesn't
#1 Yi No
Oves O [J%050
5. Describe Event, Problem or Product Use Error -
6 Lot# 7. Expiration Date #2 DYes E}No Dczx;ﬁ
Consumer used product on 06/05/2013 and experienced not available
burning eyes and burning skin. She went to the ER on —_———— 9. NDC # o7 Unique 1D
06/08/2013 and received an anti-inflammatory shot. She

contacted the manufacturer who said the product was E. SUSPECT MEDICAL DEVICE
formaldehyde free. She thinks that it has formaldehyde 1. Brand Name

that is released by heat. She reports that she followed
pplication instructions. She didn’t do a patch test as
this was not indicated in the directions.

2. Common Device Name

3. Manufacturer Name, City and State

PLEASE TYPE OR USE BLA?( INK

4, Model # Lot# 5. Operator of Device
D Health Professional
Catalog # Expiration Date (mmvdd/yyyy, -
- - f ’ D Lay User/Patient
PY Serial# Other # [ other:
; 3 6. If implanted, Give Date (mm/od/yyyy) 7. If Explanted, Give Date (mm/ddfyyyy)

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

[Jyes [Jno

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

6. Relevant Tests/Laboratory Data, Including Dates

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exciude treatment of event)

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

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

Phone # ' 7 E-mail
C. PRODUCT AVAILABILITY 2, Eflm Professional? | 3. Occupation 4. ﬁo Reported to:
Product Available for Evaluation? (Do not send product to FDA) Yes D No D Manufacturer User
(Jves [Ono [ Retumed to Manufacturer on: 5. If you do NOT want your identity disclosed 0 Facility
(mavddlyyyy) to the manufacturer, place an "X" in this box: Distributor/imporier
FORM FDA 3500 (10/05) submission of a report does not constitute an admisEion Thal medical personnel of the product caused or sonridDR RSwent

001



June 11, 2013

Mark Anthony
190 Pippin Road
Concord, Ontario
Canada

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 # 166420.

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
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FEI Name & Address Home District Firm Type
3008765426 Keratonics 4377 NW 124th Ave Coral Springs FL 33065 FLA-DO Manufacturer

Initial Evaluation / Initial Disposition

Initial Evaluation FDA Action Indicated Initial Disposition Referred to Other FDA District
Disposition Date 10/07/2011
Remarks
60 % hair loss would not allow NWE-DO to put in adverse events greyed out?
Problem Keyword Problem Keyword Details
Other 60% Hair Loss

Cosmetic ID #21399

DOB Age

Gender Female Race

Application Place Salon/SPA Reason for Use Hair Preparations (Non-Coloring)
Application Site Hair Other Products?

Directions

Directions Followed? Product Duration

Frequency of Use Reaction Site Scalp
Product Use in Off-Label Manner? Off-Label Manner Desc
Warning Statement on Label ? Warning Statements ?
Preexisting Conditions? Treatment

Current Status

Medical Diagnosis Medical Treatment

Remarks

[Adverse Events

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

Close

000002

http://cfsan-caers fda.gov:9500/.. rvlet/caers facts.CaseSummaryServlet?winMode=lite&mode=select&ccNmbr=122631&caersNmbr=166590[6/17/2013 8:39:28 AM]



June 28, 2013

Keratonics
4377 NW 124th Ave
Coral Springs, Florida 33065

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 # 166590.

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



U.8. Deparimont of Health and Human Servicas

MEDWATCH

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

1. Putlen | fdeniiar 12, Ao &t Time of Event, or
(&) (5) S

W conligence 3

For VOLUNTAR

Submigeion

adverse evenes, product problems and

-

pmdmc Use grrors

bbb8R

Approved: OMB No. 0810-0291, Exploz: 16/31/08
500 OMUY statoment on reverss.

ll«?:a'-'n‘ét‘- BLASER

(from product abel)

o7

Y reporcing of

- Page 1

1. Name, Strongth,
cewola karatio

¥lezoatment

LI

B. ADYERSE EVENT, PRODUCT PROBLER OR ERROR
Check 4l bhat apply!

e Zi Advarge Evenl D Preduct Problem (¢.g., defecie/matiunclions)
F{j Product Use Emrgr Cj Problem with Diftersot Manutacturer of Sume Madicine

2. Quicomes Attributed 1o Adverse Event

F=ps
<=3

2 Frequenoy

IL_
L

Dods oF Amount

|
=

31[

“|

(b) (4)
+ The owner of the galon, Mark
Heavener, told me that I would “love jit."

(Gneck al at apply) 3 g:im ::l Uu}(u unknown, @va duration) fromvto for (3, Bvent Abwled After Uae
D Daouth: Dizoilily or Permanent Damage S Stopped or Dose. Reducod?
5 ik mavadiyyyy) g 2 y1 11/03/2012 1170372012 | [ ves ¥ ne EJ Dm“l
ovihreaening ongonal Anomaly/Binh Oufecl
D Howpi " - Initial or pr @ Olre Jedous {Important Modical Evanis) # == w2 D Yoz D No L_J o
[} Requiros Intervention Lo Prevent Rermanen! ImpaimmaniDamagy (Devices) 4 ® ,,'-"r" :oothc:'“ b y 8. Event Resppearcd After
3. Rate of Evont (mm/da/vyyy) 4. Date of this Repon (mmiddyyyy) -4 ngd s §7) Doosn'
11/03/2012 06/17/2013 2 # D ves v Agply
5. Descrida Event, Problom or Produca Uas Error 5. Lot # 7. Expleatlon Dale 2 Cves Cne 0 205;“'!
3 R
On 03/Nev/2012, T decided to get a keratin 9. NDC ¥ or Unlgue (D
treatment after being convinced by my hair

E. SUSPECT MEDICAL DEVICE
1. Brunid Nama

Afrer an approximately three hour process
with excessive fumes and burnimg, the

2. Comman Davica Name

IUN 1 g 2013

procedure was dome, I wag not allowed to
wagh my hair for three days. Within one

3. Manufaciurar Nems, Clty ang Sitsta
Salon Heavener. Laguna Hills, CA

week of recelving the keratin treatment, my
hair began abnormally shedding excesszively.
Large chunks of my hair began falling out at
the root and breaking off. Whean I washed it,
my hair had a completely different texture
that I can only deaeribe as "mushy" when
wat, I

B, Relovant Tesws/Laboratory Dats, Including Datos

Bload work to be done per my doctors
requests,

[ore]

7. Other Rakavant History, ne Pmumn. Wodlcal Conditions (8.3, worpes,
nce, pragnancy, smoking and of wse, Hvaniidney prodlomg, elt.)

No peracmal or family hiatoxry of hair lome.
No history of nosebleeds until keratin

treatment.

C. PRODUCT AVAILABILITY
Produet Avakable for Evaluation? (Do nal 8and proguct 1o FOA]

4. Modesl ¥ Lot¥ 5. Opecator of Davice
Ei Hoalih Prolessonal
Cailsiog ¥ Explration Dalz (mmvidyyyy) m Lay UsarPations
Serinl # Othar # (] owner:

€. K impluntad, Give Dats (mm/ddiyyyy) 7. ¥ Explentod, Glva Oate (mmiod/yyyy)

§- Is this & Singie-uso Dovice thir was Reprecoseed and Roused on & Falient?

Clves [One

8 M Yea to Bom No. 8, Entor Neme and Aguross of Aaprocuascr

F. OTHER (CONCOMITANT} MERICAL PRODUCTS
Product names and tnerpy dules (a4ciude yoamen! of swanl)

None.

G. REPQRTER (Sec confidentiality section on back)
1. Nome and AXIress

(b) (6)

— —
hone # E-rnall
g lelanunl-hﬂhnmu . com
2, Mealth lonal? (3. Occupatl 4 Ao Roported ta:
[ ves ¥INo | Comsumer/Non-Health ] manusaciurer
5. W you 6 NOT want your ldeatity disclosed o [T usar Faciity )
10 the manufagturer, placo an “X* in thiz bax: &) [ pirsutorimperier

Oves Wine L Aowmed o Manufachrer on: (miechvpy) ]
FORM FDA 3500 (8/05)
FT /AT TOHA HOIYM d3W

Submission of 2 raport doge not conslitule an admission that medical personnel or the product caused or coniributod o the event,

A2 1IAZEERART QA:ZT FETAZ/R’RT/QOR




%585
mepWATCH

For VOLUNTARY reporting by health professionals of adverse events aad product yroblems
Internet Submission - Page 2

BS. Describe event or problem continued

continued losing excessive amounts of hair on a daily basis from the root. Within two weeks
of receiving the keratin treatment, a bald spot on the top of my head appeared about the sgize
of a quarter. The area was completely bald. Over the course of the next geveral months, my hair
continued to fall out in chunks. The bald spot increased in size to about the size of my palm.

During this time, I also developed nose bleeds which now come every two weeks. After seeing
doctors, I was diagnosed with alopec¢ia arsata and have to receive cortisone injections on my
head to hopefully stop the hair loas. This i guite traumacizing for someone who has had

thick, long hair her entire life. I have never experienced hair loss and have not had
nosebleeds until I received this keratin treatment. I believe the product used by cthis salon
is toxic and should not have been used. The salon did not inform me of side effec¢ts and did not
make me wear a mask while the procedure was being done. I am so traumatized over my loss of
hair and bald spots. Seven months post-keratin treatment, my conce thick mane has thinned out
significantly and I continue to lose massive amounts of hair by the root daily and there is na
end in site, Either the ingredients in the product caused me to logse my hair or the
procedure was clearly dene improperly.

Mali to: MEDWATCH OrFAX 10:
5600 Fishers 1-800-FDA-0178
Rotkville, MD zoasz-97:7

Submission of a report daes not constituta an admiesion that medical personnel or the product caused or contributed to the avant.
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September 24, 2013

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 # 169965.

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
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The FDA Safety Information and ¥ waear HHZ1 2
Adverse Event Reporting Program / / ) PagetofZ m
A. PATIENT INFORMATION 2 Dasaor Amount Frequeancy Routs
.  ADe of E . o1 — -
Dte of Birth:
51 Years Famals 150y S Re——
# ‘]
(b}(6) O mat ‘J
B, ADVERSE EVENT, PRODUCT PROBLEM OR ERROR 3, Dates nflha(llunkmwn ngadurwnnHrofmo 5, Evant Abated ARter Use
Check all that 8pply: for budt esiimat Stopped or Dose Reduced?
1.[Z] Adverss Event  [] Product Prablem (e g.. defectshmaliunciions) . #1 Oves CIne 3% iy
] (7] ‘
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3. Dute of Evant (mm/ddyyy) 4. Dats of this Report (mmAidyyyy) #2
09/13/2013 09/14/2013 E. SUSPECT MEDICAL DEVICE
S Dascriba Event, Problem or Product Uss Error 1. Brand Name

I had the Brazilian Blow Out teeatment done on My hais
yestexday, I had bresthing problems and my eyay hurlt

shat @ucl that ! way ih tears, I didn't sleep last 2, Common Davice Name
| night bercause I have 2 terrible hgadache and my eyes
E arc vezy ircitated. I faol vezy sick,
5 3. Manufacturér Nama, City and State
0
g 4, Model # Lo ¥ 5. Dperator of Davice
2: [ Mesttn Professianal
e Cotalog # Expiration Date (rmmevyyy)| [ Lay WserPatient
-
- [] other:
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G. REPORTER (See confidentality section on hack)
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Froduct Avallable for Evalustion? (Do not send product fo FOA) Addross: ®)(6)
[Cl¥es [Ine  [] Returned to Manufaciurer on:
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D. SUSPECT PRODUCT(S) e =
174-». Strangth, Manufacturer (from producl (absi) Mese 5 () 45)
#/Name brazilian blow out
. fd‘:\rl‘:::urﬂ Brazilassz) Dlow Qur 2, Health Professional? |2 Oer.upallon 4, Also Reported to:
¥2 Name: MJvea [INe B Manu!nclfi_ru
Strength: %, 1 you da NOT want your Identity disc/osod (0] Veer Facily
Menuiacturer; to the manufscturer, place an “X" In this boxi [ ] | O Distnvuter/imporier |
FORM FDA 3500 (1/08) SubMIESOn Of 8 repart doss Nl constiuie an admiasion that medical personnsl or the product cauged or conlriuted to the svan!

BF/cn 3abA HOIEM a3l R)TRZEFAGAT )71 oTaziarticn’



September 23, 2013

Brazilian Blowout
6855 Tujunga Ave
North Hollywood, California 91605-6312

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 # 170162.

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



Conswner Report

U5 Depaiment of Houlth and Human Servicas

[FJoR&S

Farm Agproves: OME No, 0910-0201, Expres: 12/31/2011
See OMEB statoment on reverds.

For VOLUNTARY reporcing of
EDWATCH ailoerne e, produc peoblems me
- rod £ Use &r Wu"
The FDA Safety Information and L g m M "2 4o \7
Adverse Event Reporting Program Page 1 of 2
A, PATIE‘H IhFORﬂ’iAT!UN 2 Dote or Amount Fraquuncy Raute
fior |2. Aga o # = = 7
Date of Birth: "
s o =
L B
£. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR 3. Dt of Use (If ynknown, give duretian) fromAo | S. Event Abated Aftes Use
Chec gl thet 3pply: (or beat eshimate) Stopped or Doss Reduced?
1. [7) Advarse Evemt ("] Product Problem (a g. defocts/malfunctions) " #t [Jyes (20 []Qoment
[ClProduct Use Emor ] Problem with Differant Manufacturer of Same Medicine | |#2 #2 ClYes [INo []Dossm
2. Qutcomos Attributed to Advarse Evont 4. Diagnesls ar Resson for Use (indication) 2 - —Apply
(Chack all inat apply) #1 Kszarin trgetment <o smooth 8 E:lgﬂlﬂb . Afrar
] Death: Ersability or Permaneni Damage hair e
) 2 X = #2 #1 [Jves [JNo [(7]Doesn!
MRy,
| Llfo-threa!ennng [ Congeritst Anomaly/Birn Datect Appty
[ Hospitalizafion - insial or pralongad |7] Other Sedous (Important Medical Evants) | | 8. Lot® 7. Expiration Data |#2 [1ves [INe :'EE:;M

[[] Required Intervention to Prevent Pamanent mpairment/Oamage (Devices)

3. Do of Evant (mm/And/yyyy) T4, Deta of this Repon (mmvdcyyyy)
07/23/2010 09/17/2013
5, Descrbe Eveny, Problom or Product Use Error
July, 2010 Pemale age 45 - Seloa used Pravase
smeothing treatment (Kezastin Treatment). I was tola

9. NDC & or Unigus 1D

=, SUSPECT MEDICAL DEVICE
1. Brand Name

S

nct to wash wy hair for 3 day=. After my fizur
batrwesh my shawer drein was filled with an alarining
amovat ¢f halr and ay scelpg, neck aad body werg

2. Common Device Name

SEP J & 2013

itchipg for meenths. dy hair ham contanued te fall gut
{from the reost), and i1s presently «till ghedding 3
years later, Iaitially 2 lot of the hair atrands that
fell out wera thin and -ooked slmoar clear. | have

3, Manufacturer Name, Clity and Stats

lost ebout ]/Z the halxy op wy scalp and doctors sey it
coguld be from the keratien treatment (which was
supposedly forwaldahyde free) but they ...

Relgvant Tests/Laboratory Data, In¢luding Dates
Blood fests from 2010 to preseat checking for thyzeid
iyyues, Hormone levaly, and other deficlencies.

4 Mmodel # Lot # 5 Oparator of Davice
) Heanh Professianal
Catalog # Expiraton Cate (mmaidyyyy) | ] Lay User/Fatient
[ &ther:
Sorlal # Other 4

PLEASE TYPE OR USE BLACK INK

6. 1f Implantod, Glve Date (mm/adiyyy) l 7. W Expianted, Glve Date (mm/iddyyyy)

B. 15 this & 9Ingie-uso Davice et was Reprocessed and Roused on a Patent?
Clyes [Jna

7. Qther Reluvant History, Including Praaxistn:
aliergles, race, pregnancy, smaoking and &
Racei~- Medical Conditions:
Allergics: pollen, ragweed,
Information: Maalthy, &ctive,
before July of 2010 RX Mods:
Meda: viviscal, daily mulsivitimins,

Medica! Conditions (c.g.,

use. iverkidnay problems, etc)
Elevated cholestersl level
cets Important

nevey lost/shed hair
steoroid foard was used OTC
bagtin, iron

yupplements were all used

C. PRODUCT AVAILABILITY
Produst Available for Evaluation? (Do not sand product lo FDA)

[JyYea [{INa

D. SUSPECT PRODUCT(S)

Strength, Manufacturee (from product Isbel)
Nama: Bravena Smeething System
Stranglh

Manulacturer.

[ Returned 10 Manufecturer an:

8. 11Yo3 to Mam No, 8, Entar Name ang Addreas of Roprocessor

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
Product names snd therapy deles (exciuda iregimaent of event)

G. REPORTER (See confidentiality section on back)

Name: cathy dapenta

Addreds
City: Stale; -- ZIP
Phone & | E-mail

(b) (6)
2. Haalth Frofassional?

[Oyes [N

](b) (6)

#. Also Roporiad ta
Q Manuiacturer

3. Occupatan

W2 N 3 5
Svmen‘.mh: 5. If you da NOT want your identiry dieclosod 3 U_w Facility
Manuacturer 1o the manufuciurer, piace an "X" i this bos: (7] ) Distdoutor/importar

FORM FDA 3500 {1/03) SUbMESeN Of a repor dows Not cansutute an admisnon that medical personnal or e product caused or contributed to the event,

LE/
¢/sT  39vd HOLUM a3w 8/TBZEEPART  bEIGT  ©TAZ /aT/en

e
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D (™

U.S, Department of Health and Human Senvices {CONTINUATION PAGE)
For VOLUNTARY reporting of
M E DWATC H adverse events and product problems
Inf ji
The FOA Safety Information and Page 2 of 2

Adverse Event Reporting Program

B.5. Describe Evont or Problem (cominued)
I have had many blood tests for possible causes and nothing comés up. LHE

... can't know for sure. I
HAIRLOSE STARYTED AFPTER THE KERATIN TREATMENT. I NEVER HAD (1 BEFORE THE TREATMENT. SOMETHINGC HAPPENED

TO MY HAIR WITH THE CHEMICALS THAT WERE USED. The salon said nobody else has complained,..but would
they tell me¢ 1f they had? I have had some regrowth but that hair is very fine and also falls out. I7
STARTED IMMEDIATELY AFTER THE KERATIN TREATMENT. I have used stercid creams, special shampoos, and am
considering minoxidil, Wnile the loss includes the front and crown I have all over thinning.

B.6. Relovant Tests/l.abomtory Dat, Including Dates (conbnued)

B7. Othar Rolevant History, Including Preexisting Medical Conditions (6.9.. allergivs, race, pregnancy, smoking and aicohol use, hepatic/rens! dystunction, elc.) (Contintied)

F. Concomitant Medical Products snd Thorapy Dates (Exclude treatment of event) (continued)

27./91T A HOIYM d3W 87 IRZEEARKT PEIGT EIQA7Z/RT/RA



September 26, 2013

Pravana Naturceuticals .
23285 Ventura Blvd
Woodland Hills, California 91364

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 # 170285.

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



PLEASE TYPE OR USE BLACK INK

U.S. Department of Heallh and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

1. Patlent identifier {2. Age at Time of Event, or 4. Weight

Date of Birth: b

In confidence
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check all that apply:
% B Adverse Event D Product Problem (e.g., defects/maifunctions)
D Product Use Error D Problem with Different Manufacturer of Same Medicine

2. Qutcomes Attributed to Adverse Event

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

Page of

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

Triage unit
sequence #

I1390487A
170362

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manutacturer (from product labe!)

#1 Brazillian Blowout (Original) Hair
*2 Straightening
2. Dose or Amount Frequency

Route

o |

|
|

]
i} |

#2{

See attached:

6. Relevant Tests/Laboratory Data, Including Dates

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

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

D No [:] Returned to Manufacturer on:

DY“

{Check all that apply) 3. Dates of Use (If unknown, give duration) fram/o (or |5. Event Abated After Use
best estimat
D Death: [:I Disability or Permanent Damage oot estmato) Sto—pped or Dose chm? y
(mvadyyyy) 1 #1 [Jves [Ine [ Doelsnt
D Life-threalening D Congenital Anomaly/Birth Defect Apply
[[] Hospitalization - initial or prolonged [T] Otner Serious (important Medical Events) #2 w2 [ves (Ino [ 23;;"‘
D Required Intervention to Prevent Permanent Impairment/Damage (Devices) 4 ngnasieor e Sac tes fndiasion 8. Event Reappeared After
3. Date of Event (mm/dcyyyy) 4. Date of this Report (mm/dd/yyyy) L ng"w‘"’gm ] Doesnt
# Y N
03/25/2013 09/23/2013 - os o [1Q0e
5. Describe Event, Problem or Product Use Error 6. Lot # 7. Expiration Date Doesn't
2 [Jves [Ino [00F
# # 9. NDC # or Unique 1D
%2 42

E. SUSPECT MEDICAL DEVICE
1. Brand Name

2. Common Device Name

w

. Manufacturer Name, City and State

4. Model # Lot & 5. Operator of Device
D Health Professional
Catalog # Expiration Date (mm/dd/yyyy) D Lay UseuPatient
Serial § Other # [Jother:

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

@

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

D Yes L__] No

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

w

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

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

e A

Phone # E-mail

|4. Also Reported to:
E] Manufacturer

D User Facility
D Distributarimporter

2. Health Professional?
{j Yes D No

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

3. Occupation

(mmvadlyyyy)



This is a copy of your Report to the U.S. Consumer Product Safety Commission submitted on 9/23/2013

r Incident Details

Document |1390487A

Number:

Report Number: 20130923-98F41-2147451605
Report 9/23/2013

Submitted
Date:

Who You Are: Consumer

Incident | had a certified salon professional use the Brazilian Blowout (Original) hair straightening
Description: treatment on my hair. Immediately following this treatment, my hair began falling out. At first, |
thought it was only shedding due to the harsh chemicals and it would be temporary. However, it
continued. It has not stopped "shedding" since April and | have now lost almost half of my hair.
Other people have noticed and began telling me, including my salon professional who has been
cutting my hair for years.

| have just ordered hair vitamins and plan to see my dermatologist as well. My hair has never
fallen out before and I've always had very thick, curly, shiny and healthy hair. It is now damaged
and | find clumps of hair in my shower and my brush and any time | touch my hair several
strands just fall out. It is far beyond any norm in my 44 years.

I'm extremely concerned about this product and | know the salon professional used all of the
guidelines to administer it praoperly.

Incident Date: 3/25/2013
Incident Home/Apartment/Condominium - P.O. Box 5015, Santa Monica, California, 90409, United States

Location:

r Victim Details

-

Tuavivainc. w!w

Last Name: (b) (&)

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 44 Years
incident
occurred:

A R

E _enalls VSN

Phone Number: (b) (6)

f Product Details

|

Product Brazilian Blowout Acai Professional Soothing Solution (Original) Brazilian Blowout Acai Anti-Frizz
Description: Shampoo & Conditioner Brazilian Blowout Acai Daily Smoothing Serum Brazilian Blowout Acai
__Protective Thermal Straightening Balm

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
re<nect to information submitted bv peonle outside of CPSC.

VUL



Product Personal Care
Category:

Product Type: Grooming
Brand Name: Brazilian Blowout

Manufacturer / BrazilianBlowout.com
Importer /
Private Labeler
Name:

Model Name or
Number:

Serial Number:

Date
Manufactured:

Manufacturer
Date Code:

Manufacturer Not specified
Address:

Manufacturer
Website URL:

Manufacturer
Phone Number:

Retailer:
Retailer State;

Additional Detalls
Purchase Date:

| still have the Yes
product in my
possession.

The product No
was damaged
before the
incident.

The product No
was modified
before the
incident.

Have you Yes
contacted the
manufacturer?

If not, do you N/A
plan to contact
them?

Explanation: | contacted the mfg today for an Material Safety Data Sheet to bring to my dermatologist.

Your Contact Information

First Name: Marie
Last Name: Roviello

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



Address: P.Q, Box 5015, Santa Monica, California, 90409, United States
E-mail (b) (6)
Phone Number: (b) (6)

Consent

May we include Yes, you may include my Report with any attachments 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 /imparter /
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 Contro! Number(t) {6)

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

vnemact tn infarmatinn enthmirtad hv nannle nutcide of CPSC



December 03, 2013

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 # 170362.

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
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' Form Approved: OMB No. 0910-029

Expiration Date: 6/30/201
(See PRA Statement on precedi
genersl information pag

, m DEPARTMENT OF HEALTH AND HUMAN senwce"; CFSAN

Food and Drug Administration

MEDWATCH Consumer Voluntary Reporting
(FORM FDA 3500B) Va

Section A — About the Problem .
What kind of problem was it? (Check all that apply) Did any of the following happen? (C

all that apply)
Were hurt or had a bad side effect (induding new or [[] Hospitalization — admitted or stayed longer
worsening symptoms) (L] Required helip to prevent permanent harm (for medical
[[] Used a product incorrectly which could have or ledto a devices only)
problem ] pisability or health problem

[] Noticed a problem with the quality of the product

[] Had problems after switching from one product maker
to another maker

[] Birth defect

[[] Life-threatening

[[] Death (Include date):
[] Other serious/important medical incident (Please describe beiow

Date the problem occurred (mmv/dd/yyyy)
May 2013 - August 2013
Tell us what happened and how it happened. {Incdlude as many details as possible)

¢ me a product to use in my hair to help with strai ing. She said it was an all natural raw keratin protein. The
r told i it as a selli int. I used the t for a month. My hair began to present very oily,

Microalbumin, ANA with reflex, Sedimentation rate.and Progesterone. 8/7/13. The only abnormal was low Vit D and l E

For a problem with a product, including

« prescription or over-the-counter medicine

« biologics, such as human cells and tissues used for transplantation
(for example, tendons, ligaments, and bone) and gene therapies G> Go to Section B

* nutrition products, such as vitamins and minerals, herbal remedies, infant
formulas, and medical foods

* cosmetics or make-up products

« foods (induding beverages and ingredients added to foods)

For a problem with a medical device, including
+» any health-related test, tool, or piece of equipment P :
+ health-related kits, sudxasgueosemmtonngbtsorbloodpreesurewﬁs - Go to Section C
« implants, such as breast implants, pacemakers, or catheters (Skip Section B)
« other consumer health products, such as contact lenses, hearing aids, and
breast pumps

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

AR FPRA APAAD 4149 Ao ar sl A L V7% Ry [ - PRSRL S Damn 1 »

For more Information, visit http:/www.fda.gov/MedWatch




‘ Section B ~ About the Products
Name of the product as it appears on the box, bottle, or package (Include as many names as you see)
Raw native keratin, Mane Tame, Keratin Spray

Name of the company that makes the product
Unknown - Distributed by Dan Gile Distribution - 601 N congress ave, suite 503, Delray Beach, FL 33445, 877-243-7980

Expiration date (mm/dd/yyyy) Lot number NDC number
NA : NA '

NA ;
Strength (for example, Quantity (for example, 2 pills, | Frequency (for example, How was it taken or used (for example,
250mg per 500mL or 1 g) | 2 puffs, or 1 teaspoon, efc.) twice daily or at bedtime) by mouth, by injection, or on the skin)?

1-3 times per week sprayed onto and worked through hair
Date the person first started takin Why was the person using the product (such as, what condition was it
or using the product (mm/dd/yyyy) 05/14/2013 supposed fo treat?)
oot vtk Help moisturize and straighten hair.
using the product (mm/dd/yyyy): 06/04/2013 Help mo en hair,
Did the problem stop after the
person reduced the dose or stopped
taking or using the product? ] Yes No
Did the problem retum if the person started taking or using | Do you still have the product in case we need to evaluate it? (Do not
the product again? send the product to FDA. We will contact you directly if we need it.)

[J Yes [] No Didn't restart Yes [] No

1) Go 1o Section D (Skip Section C)

Section C - About the Medical Device

Name of medical device

[ Name of the company that makes the medical device

[ Other identifying information (The model, catalog, iot, serial, or UDI number, and the expiration date, if you can locate them)

Was someone operating the | If yes, who was using it?
medical device when the

problem occurred? [L] The person who had the problem
[T Yes [] A heatth professional (such as a doctor, nurse, or aide)
] No (] someone eise (Please explain who)

For implanted medical devices ONLY (such as pacemakers, breast implants, elc.)
Date the implant was put in (mm/dd/yyyy) Date the implant was taken out (/f refevant) (mm/ddfyyy)

1) Go to Section D

. Submission of a report does not constitute an admission that medical
For more information, visit http./www.fda.gov/MedWatch personnel or the product caused or contributed o the event.

FURM FLUA JOUWID (W3] S W ETTE LONsuImeEr voiunuary Reporung UUUUU L rage csu



‘Section D — About the Person Who Had the Problem

Person's Initials Sex Age (st time the problem | Weight (Specify Race
HE Female oceurred) or Birth Date Ibs or kg) - | white
[] maie 32 135bs

List known medical conditions (such as diabetes, high blood pressure, cancer, heart diseass, or others)

Please list all allergies (such as to drugs, foods, poilen, or o.thors).
Amorxicillin, Bactrim, peaches, cantaloupe, scasonal allergics

List any other important information about the person (such as smoking, pregnancy, acohol use, etc.)
drinks approximately 2 beers a day.
List all current prescription medications and medical devices being used.

Valtrex 500mg PRN
List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used.
Multi Vit, Vit D, Zantac, Claritin, ——m
[3) GotoSectionE
» Section E — About the Person Filling Out This Form
We will contact you only if we need additional information. Your name will not be given out to the public.
Last name | First name:
(IR I\“'f 7
Number/Street City and State/Province
(b) (6) =
Country ZIP or Postal code
United States (b) (6)
Telephone number Email address Today’s date (mm/dd/Ayy
(b) (B) (b) (6) (b) (6)
Did you report this problem to the company that makes the product | May we give your name and contact information to the company
(the manufacturer)? that makes the product (manufacturer) to help them evaluate the
[ Yes [Xl No pmduct?Yes [J No
Send This Report by Mail or Fax

Keep the product in case the FDA wants to contact you for more information. Please do not send products to the FDA.
Mail or fax the form to:

Mail: Fax:
MedWatch 1-800-332-0178 (toll-free)
Food and Drug Administration
5600 Fishers Lane
Rockville, MD 20857

Thank you for helping us protect the public heaith.

. Submission of a report does not constitute an admission that medical
For more Information, visit htip:/www.fda.gov/MedWatch nel or the product caused or contributed to the event.

FORM FDA 35008 (4/13) MedWealch Consumer Voluntary Reporting 000003 Page3o




5230

' T  Continued Entries

CONTINUED ENTRY FOR: Tell us what happened and how it happened. (Include as many details as possible)

would stop once it was washed out but my hair did not return to normal. After it came to my attention that my hair was dramatically
thinner, [ went to my PCP who ran multiple lab tests and then referred me to a dermatologist There was no medical reason for my ha
loss. I contacted my hair dresser who then contacted the distributor and again they told her there is no possible reason why the produ
would cause hair loss because it is all natural. The distributor stated they have never heard of such a reaction. I researched the produc
more on my own and found it to contain Formalin which, I then leamed to be a form of Formaldehyde. I lost half of my hair until the
hair loss finally stopped on it's own. This started in May 2013 and finally stopped at the end of August 2013. Since, my hair has start
to grow back. I was psychologically distraught through out this process. I cried every time I took a shower or ran my hands through
my hair. I am concerned that this product is being falsely advertised and promoted. I would have never used it if it had not been
advertised as a "raw native keratin." I have included pictures of the product.

CONTINUED ENTRY FOR: List any relevant tests or laboratory data if you know them. (Include dates)
High RA factor which 1 already knew were abnormal, and have been followed by my doctor, due to testing from 2/24/12,

Back to For

CONTINUED ENTRY FOR: List all current prescription medications and medical devices being used.

Back to For

CONTINUED ENTRY FOR: List all over-the-counter medications and any vitamins, minerals, and herbal remedies being used.

— —_ - — — — ATATATL A 2

FORM FDA 35008 (4/13)

MedWaich - Consumer Voluntary Reporting Continuation Pa
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U.S. Department of Health and Human Services Internet Consumer Report

MEDWATCH For VOLUNTARY reporting of

adverse events, product problems an

The FDA Safety Information and product use errors i 7 3
Adverse Event Reporting Program ’

A. PATIENT INFORMATION
2.

37 Years

(b) (8)

B. ADVERSE EVENT, PRODUCT PROBELEM OR ERROR

Check all that appiy

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

2. Outcomas Attributed to Adverse Event
{Check all that agply)

[ peath: 7] Disability or Permanent Demage

[ Lfe-threatening ] congenital Anomaly/Birth Defect

[[] Hospitalization - initial or proionged [7] Other Serious (Important Medical Events)
[[J Required Intervention ta Prevent Permenent Impaimment/Damage (Devices)

3. Date of Event (mmiidyyyy) A Data of this Report {mm/ddyyyy)
10/28/2013 12/14/2013

5 Describe Event, Problem or Product Use Error
1 have been a hairdresser for 17 yrs and salon owner
for 11 yrs now, A rep for the company Brazilian Blow
out who is a friend of a close friend of mine
approached me at a mutual function. The rep asked me
why I didn't provide their service in my salon and how
much more $ I could be making etc. I hadn't heard much
about this product/co. at this time for several yrs.
now. I told her I was not going to subject myself or
clientele to formaldehyde exposure. This conversation
went on for approx 40 min. She assured me all the hype
was not true and the product did not contain
formaldehyde, it was made ...

€. Refevant Tests/Laborstory Data, Including Dates
Through thoroughly researching this topic and my
ongoing health issues; I have found this to be more
ser;ous than I first thought. I have read from a
victim with similar symptoms that I need to find a
toxicologist for specific blood tests & a industrial

hygienist for hair semple.Primary care DRs do ...

PLEASE TYPE OR USE BLACK INK

7. Other Relevant History, including Preexis! Medical Conditions (e.g.,
sllergias, race, pregnancy, smoking and use, liveriidnay problems, etc.)
Race:White
Medical Conditions: 2 herniated discs in back & neck
issues from car accident in 2005 and fibromyalgia

Allergies: None

Impeortant Information: Do not smoke or drink

C. PRODUCT AVAILABILITY
Product Avallable for Evalustion? (Do not send product to FDA)

[(Jyes [f]No [[]Returned to Manut on:

Tmm/ocyyyy)
D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer (from product label)
#1 Name: Brazilian blow acai solution
Strangth: Ooriginal
Manufacturer: Brazilian blow out
|¥2 Name:
Strength:
Manufaclurer:

Form Approved: OMB No. 0910-0201, Expires: 127312011
So# OMB statemant on reverse

FDA USE ONLY

Tnage unit
e 622Q7] |
2, Dose or Amount Frequency Routs
# One time bn nair
w2

3. Dates of Usa (/f unknown, give duration) fromfo | 5. Event Abated After Use
(or best estimate) Stopped or Dose Reduced?
#1 Oct 28th 2013 to present #1 [Jves [/]No (] Doesn't
" Apply
| "
#2 [Jves [[INo []Doesat
4. Diagnosis or Reason for Use (Indication) D O DAW![
#1 Straightening hair styling ease 8. Event Reappeared Aftsr
believed ta be safe product Reintroduction?
2 #1 [JYes [JNo [7]Doesnt
Apply
% Lotk #2 []Yes [JNo Dm""
$. NDC # or Unique 1D

1. Brand Name

e

2. Common Device Name

e,

3, Manufacturer Name, City and State

L

4. Model ¥ Lot# 5. Operator of Device
[[] Health Professional
Catalog # Expiration Date (mmv/dd/yyy)| [ Lay User/Patient
D Other:
Sorial # Other #

8. If implanted, Give Date (mmvdddyyy) | 7. if Explanted, Give Date (mm/dddyyyy)

[ves [Ino

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

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

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exciude trealment of event)

G. REPORTER (See confidentiality section on backj}
1. Name and Address
Name: Jana Johnston

Address 14t

Ciy: State: -~ ZIP.
Phone # E-mail

Jana-johbnstonl@hotmail.com

2 Health Professional? | 3. Occupation 4. Also Reported

[yes [JNo 7] Manufsr
5 1fyou 8o NOT want your identity diaciosed [ user

1o the menufacturer, place an “X" in this box:  [7] O

FORM FDA 3600 (1/09) Submission of @ report does not constitute an admission that medical personnel or the product caused of contribute



B.5. Describe Event or Problem (continued)

«++ up of amino acids and acai bercy. She then said I would be a perfect candidate for the service due to my fine,
highlighted, curly hair. She once again assured me by telling me consider it a conditioning treatment that will
leave the most unruly damaged hair straight and shiny, I had told her about 4.5 yrs ago I had it done and it was a
timesaver and my hair was nice. At this point she asked if T would be a hair model for the class to train licensed
stylists how to perform this service a few days later. I went home looked up the MSDS and could not find any
formaldehyde compound soc 1 agreed. This was the worat mistake of my life! The day of the class I showed up at the
Hilton in LaJolla CA. I was bent over a public bathroom sink to wash 1/2 my head for the before and after pics, for
their website, I had reviewed the steps of the service on their website the night before to familiarize myself with
the procedure. During the application my eyes, nose and throat were burning, the stylist who did the service told
me to close my eyes. After the class left and they got their photo I was told time was running late and the Co.
atarted packing up the merchandise they hadn't sold. I was expecting the next atep whic was to rinse the chemical
out of my hair. The stylist told me to rinse it myself when I got home but not to shampoo it. I questioned him on
the safety of this and he said I could safely leave it in for "a few days and it would be fine." Hesitantly I said
ok and asked to see a mirror. The rep and the stylist kept commenting on how great it looked, I saw that my hair
looked very dull, dry, and the color had been stripped out. I told the rep. that this was supposed to do the
opposite, she claimed it looked great., I left and went to my regular monad scheduled accupuncture apt. This is when
I really started noticing a bad reaction. While driving to my apt I felt like mt neck and scalp were on fire. Apon
getting to my destination I felt dizzy and nauseous. Within 4.5 hrs getting this treatment done I got home and
rinsed and conditioned as directed. 1 had blisters on my scalp and back of neck. My hair felt like hay and was way
thinner than normal. I didn't even dry my hair due to the pain on my scalp. The next day I had all of the same
symptoms and started vomiting up to 3xs a day. This proceeded with chunks of hair broken off and flu like symptoms.
I missed a week of work, too out of it to leave my bed. At this point 1 realized there was something linking the
illness with the use of this product and it's shampoo conditioner and mask as directed, I started documenting my
hair loss and varying health concerns via numerous pictures and daily journal entries. I did contact the rep 4 days
post treatment to tell her I had blisters and my hair was chemically burned off. She asked to see the few pics. I
had at the time and called back horrified! She finally told me this actually happened to her the lst weeks of her
employment with this co. And said he had used way to high of heat for my hair which caused this reaction and no
cape to protect my skin, Fast forward to today 5 weeks later i haven't felt myself since I had this keratin
treatment done! I'm scared with all the health issues arising including; nose bleeds, flu that never ends,burning
and red rashes after showering,muscle pain, weight loss, headaches, insomnia,confusion,shaking,anxiety attacks

000002



52297 |
B 6 Relevant Tests/laboralory Data, Including Dates (conbinued)

... not deal with chemical poisoning, or even know the correct tescs to orcer for formaldenyde. I am now trying to
figure out how Lo afford the thousands of § of tests my insurance won't cover.

000003
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B.7 Othar Relavant Wistory, Including Preexisting Madical Conditions (.., allergies, racs, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, efc ) (conltinued]

. bl2
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U S Depariment of Heaith and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT lNFORMATIDN

B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR

Check all that apply:
1 [7] Adverse Evant [ ] Product Problem (e.g.. defects/maffunctions)
[[]Product Use Error [ ] Problem with Different Manufacturer of Same Medicine

Internet Health Professional Report

For VOLUNTARY reporting of
adverse events, product problems and

product use errors ] / 3

2 Qutcomes Attributed to Adverse Event
(Check a/l that apply)

D Death D Disabiity or Permanent Damage
[{
D Life-threatening G Congenital Anomaly/Birth Defect

[[] Hospitalization - initiai or prolonged [7] Other Serious (tmportant Medical Events)
] Required intervention to Prevent Permanent Impaimment/Damage (Devices)

3. Date of Event (mm/dd/yyyy) 4. Dae of this Report (mm/dd/yyyy)
10/28/2013 12/14/2013

5. Describe Event, Problem or Product Use Error
Scalp 5 nape of neck was blistered while a employee of
the co.performed a Brazilian blow out on me as a
model, My hair continually breaks, some around my
hairline by the roots. Major health concerns since day
of service nose, eyes, and sinus burning. But a
majority 4 days following. Including dizziness, flu '
symptoms, sore throat, nose bleed, chest tightness,
insomnia, nausea, cognitive issues, headaches, random
metallic taste in mouth, burning bumps & redness on i
legs after shower, fatigue, muscle pain, hot & ‘cold
tingling hands, and anxiety, Many of these symptoms
are daily,I haven't felt ...

6. Relevant Tests/Laborstory Data, Including Dates

PLEASE TYPE OR USE BLACK INK

E75A%

Form Approved: OMB No. 0910-029| Expires. 12/3172011

OMB statement on reverse.
Triage unit
et Y DDA
t
2. Dose or Amount Frequency Route
¥ once Used after opical
care
#2

5. Event Abated After Uss
Stopped or Dose Reduced?

#1 [JYes [Z]No Dmﬂ'l

#2 [Jves [(One [ E"“"“
8 Event Reappeared ARer
Reintroduction?

3. Datas of Use (/f unknown, duration) from/io
(orbesnwma{ta) P ?

#1 Since oct stili in hair
2

4. Diagnosis or Reason for Use (Indication)
B1 This was supposed to cendition,
smooth frizz, and seal color

#1 Y Ni v 't
2 Oyes [no Dwo““y'
6. Lotk 7 Expiration Data | #2 []Yes [JNo []Dossni
®# 1 App‘y

9. NDC # or Unique ID

Brazilian blow out

2. Common Device Name
Original

3 Manufscturer Name, City and State
Brazilian blow out
Los Angeles CA US

4 Wodel # Lot# 5. Operator of Davice |
[ Heatth Professional
Catalog # Expiration Date (mm/od/yyyy) | [ ] Lay UserPatient
E Other:
Serial ¥ Other # :
Cosmetologis
t

5. If implanted, Give Date (mm/dddyyy) | 7. If Explanted, Give Date (mm/ddyyyy)

8. In this a Single-use Device that was Reprocessed and Reused on a Patlent?
Yes [JNo

7. Othar Relevant History, Including Preexisting Medical Conditions (e.g.,
allsrgies, race, pragnancy, smoking and use, liveakidney problems, elc.)
No allergies non amcker non drinker, white. No issues

prior,

C. PRODUCT AVAILABILITY

Product Avallable for Evalustion? (Do not send product o FDA)

7] Returned o Manufaciurer on:

[ Yes [FINo

D. SUSPECT PRODUCT(S)
e, Strength, Manufacturer (from product labal)
. Brazilian Blow Out

ength: Original

Manufacturer: Brazilian blow out

L

2. 1f Yos to tem No. 8, Enter Nama and Address of Reprocessor

us
F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exciude treatrent of event)

I was using the Brazilian Blow Out aftercare shampco,
mask, serum,daily styling cream, and straightening balm.
O

G. REPORTER (See canfidentiality section an back)
1. Name and Address

#2 Name'
Strength;
Manutacturer:

5. H you do NOT want your identity disclosed
to the manufaciurer, place an “X* in this box:

[[] Distributorimponte

O

FORM FDA 3600 (1/09)

Submission of a reporl does nol constitute an admission that medical personnel or the product caused or contributed Lo the svent.

Name: (D) (6)
Address 9
.y

City: State, -- Z2IP _ﬂél

Phone # E-msil
(b) (6)
2 Health Professional? | 3 Occupation 4. Alsc Reportad to:
[Jves FlNo Consumer or Non Health Pr 7] Manufacturer
7] User Facility

=,

iri



% 22009
B.5. Describe Event or Problem (continued)

. myself in over a month and a half! It's believed the flat iron was used at too high of heat along with the fact
that 1 was sent home with the chemical in my hair to rinse myself.
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March 12, 2014

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 # 173153.

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
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UPC Code UNK Package Bottle

Exp/Use By Date UNK Lot/Serial UNK
Product Used? Yes Purchase Date UNK
Date Used? 12/09 - 08/11 Amount Consumed/Used UNK
Amount Remained N/A Date Discontinued 08/2011
Country of Origin Imported Product? No
Retailer Name Label Remarks

Manufacturer/Distributor

There is no firm information listed for this consumer complaint report.

Initial Evaluation / Initial Disposition

Initial Evaluation Insuffici. Info, unable to evaluate Initial Disposition Closed w/o further Investigation
Disposition Date 01/23/2014

Remarks

12/2013***Customer Service, 855-426-7765, awaiting vendor response****Per customer service. Their product is a new line just lauched 6/13. It
has been many times confused with old line. The old line is via Keratin Complex, HQ at 888-409-4445.*** 1/6/14 Called number provided for old
line. Awaiting vendor response**** 1/13/14 Called again. Second request***Per Marino Salvano, 888-409-4445 X334, complaints are forwarded via
the FDA CAERS System. The company will not release information via phone request.****Sent email to CFSAN for their assistance.**** 1/17/14
Sent second request for assistance via email. Awaiting reply/assistance.*** 1/23/14 To date, no response from CFSAN and company was
uncooperative.

Problem Keyword Problem Keyword Details
Reaction Developed persistent cough, coughs up flem, chest pains, raspy voice, swollen legs

Cosmetic ID #25183

DOB Age 42
Gender Female Race White
Application Place Salon/SPA Reason for Use Hair Preparations (Non-Coloring)
Application Site Hair Other Products ?
Directions
Unknown
Directions Followed? Yes Product Duration
Frequency of Use Other Reaction Site Chest
Product Use in Off-Label Manner? No Off-Label Manner Desc
Warning Statement on Label ? Warning Statements?

Unknown
Preexisting Conditions? No Treatment Physician
Current Status Worsening
Medical Diagnosis Medical Treatment
Auto Immune Disorder On going
Remarks

Product used an average of twice per week***Per complainant, she followed product directions as well as received training for application of
product

Adverse Events

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

Close

000002
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February 06, 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 # 173404.

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



U.S. Depanment of Health and Human Services Internet Consumer Report

M E DWATC H For VOLUNTARY reporring of

adverse events, product problems and
The FDA Safety Information and prodijctuse errors ' 3

Adverse Event Reporting Program

A. PATIENT INFORMATION

(b) (6)

36 Years

(b) (B)
In confidence
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check all that apply:
1.[/] Adverse Event [ | 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)

7] Death [] Disability or Permanent Damage

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

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

3. Date of Event (mm/dd/yyy) 4. Date of this Report (mm/ddyyyy)
01/11/2014 01/23/2014

5. Describe Event, Problem or Product Use Error
I had a brazilian blowout done by my stylist on
January 1lth, 2014. On Monday, January 13th T started
feeling unwell and my asthma starting flaring(I have a
history of asthma). By Wednesday, January 15th T could:
not go to work and have had to take FMLA until Janygare's
27th, 2014. I have been to the doctor several timesHZll
and have bean on steroids and antibiotics and am still
having no improvement. I have just today realiged thau%‘
possible connection between my asthms attack ahd LM.‘“%
brazilian blowout. 7 was never warned that it could'
effect my Jungs. The stylist only said it might burn
my eyes as she ... R

6. Relevant Tests/Laboratory Data, Including Dates

PLEASE TYPE OR USE BLACK INK

7. Other Relevant History, Including Preoxistily Medical Conditions (e g
allergies, race, pregnancy, smoking and alcohol use, liver/kidney problems, elc.)
Race:White
Medical Conditions: asthma, GERD, hiatal hernia,
anxiety, depression, interstitial cystitis
Allergies: shellfish(icdine), erythromyocin, ccdeine

Important Information:

C. PRODUCT AVAILABILITY 4
Product Available for Evaluation? (Do not send product to FDA) : 5

Al
[(Jyes [INe [] Retumed 1o Manufacturer on: :
[mmydaryyyy)

“Name, Strength, Manufacturer (from product label) ’
#1_Mame: Brazilian Blowout
VS\rangth
Manufacturer;

P 4

#2 Name:
Strength:

Manufacturer:

S

saquence #

Triage unit

Farm Approved. OMB No, 0910-0291, Expires 12/31/20114

Ses OMB statement on reverse.

Lo o Wi o B

2. Dose or Amount

Frequency Route

"

#2

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

1 Brand Name

(or best estimate) Stopped or Dose Reduced?
#101/11/2014 - #1 [:]y,s DNQ DDoesn‘l
> Apply

#2 [Yes [INo Doasn't
4. Diagnosis or Reason for Use (/ndication) D D D Apply
#1 hair treatment 8. Event Reappeared After
Reintroduction?
# #1 [ |ves [|No []Doesnt

2 Apply
6 Lot# 7, Expiration Date |#2 []Yes [JNo [ ]70esr"
# #1 9. NDC # or Unique ID
#2 #2

E. SUSPECT MEDICAL DEVICE

2. Common Device Name

s 1]

<
y

3. Manufacturer Name, City and State

JAN 8 4 2014

5. Operator of Device
[ Health Professional

Expiration Date (mm/dd/yyyy)| [_] Lay User/Palient

] other:

4 Model # Lot #
Catalog #
Serial # Other #

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

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

[JYes [JNo

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

1. Name and Address

9 It 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)

Name: (b) (6)
_ Address: (b) (6)
City: {b)(6) State ™€ Zip: (B)(B)
Phone # E-mail
(b) (6)
2. Health Professional? | 3. Occupation 4 Also Reported to:
[[Ives [Ino [] Manufacturer
5. IF you do NOT want your identity disclosed [ user Facility
to the manufacturer, place an "X" in this box:  [/] [ pistributer/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,



BT T
B.5. Describe Event or Problem (continued)

straight ironed it. I had headaches for the first week as well. The headaches have gone away but now I am still
short of breath and lethargic. I am going to contact my stylist to see what options I have to get this chemical out
of my hair asap!
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March 12, 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 # 173431.

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



PLEASE TYPE OR USE BLACK INK

P Y

U.S. Department of Health and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

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

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

] Death:

("] Disability or Permanent Damage

[{ y)
[ uife-threatening [T] congenital Anomaly/Birth Defect

{"] Hospitalization - initial or profonged [_] Other Serious (Important Medical Events)
D Required Intervention fo Prevent Permanent Impairment/Damage (Devices)

Intérnet Consumer Repo
’-’;’5,42'

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

3. Date of Event (mm/dd/vyyy) 4. Date of this Report (mm/ddAyyy)
01/15/2014 01/25/2014

5. Describe Event, Problem or Product Use Error
I went to a salon for a keratin treatment.
consult, the stylist told me it was natural, good for
my hair, and that all her clients love it. I did a
general search about Keratin treatments and it sounded
like a good option. During the treatment my eyes
starting to burn to the point where they started
watering and I couldn't keep them open for the
majority of the time I was there. The stylist said "oh
that happens, just keep your eyes closed and it will
get better." For the 20-30 minutes that the solution
had to sit on my hair, the stylist just disappeared as
if she didn't want to be

During my

- Relevant Tests/Laboratory Data, Including Dates
NA

diny

Medical Conditions (e.9..

7. Other Relevant History, Including melsﬁ? b e )
uss, liver/kidney problems, elc.

allergies, race, pregnancy, smoking and alcoh
Race:Black/African American

Medical Conditions:

None

Important Information:

None

C. PRODUCT AVAILABILITY
Product Available for Eval 1? (Do not send product to FDA)

[¢1No

D. SUSPECT PRODUCT(S)
r'T-Name, Strength, Manufacturer (from product labei)

[[] ves

[] Returned to Manufacturer on i
— (mmdalyyyy]

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

FDA USE ONLY

Triage unit
sequence ¥ 53 7&25 7
2.  Dose or Amount Frequency Route
# -- b =
H2
3. Dates of Use (If unknown, give duration) fromfo | 5. Event Abated After Use
(or best estimate) Stopped or Dose Reduced?
#101/15/2014 - 01/15/2014 #1 [7]ves [JNo []Doesnt
- Apply
#z
#2 [ ]ves No Doesn'l
4. Diagnosis or Reason for Use (Indication) [:I D E] Apply
_#1 For hair straightening, 8. Event Reappeared After
Reintroduction?
r
; #1 [JYes [ INo Doesn't
#2 [Jves [JNo /] rmte
6. Lot # [ 7 Expiration Date #2 [ves [INo [ 23:&""
#1 # 9. NDC # or Unique ID

E. SUSPECT MEDICAL DEVICE
1 Brand Name

&)

2 Common Device Name

JAN 27 201

3 Manufacturer Name, City and State

4, Model # Lot# 5, Operator of Device
[[] Health Professional
Catalog # Expiration Date (mm/dd/yyy)| [ ] Lay User/Patient
D Other
Serial # Other #

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

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

[C)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

Name. | b) (6)

Addressi‘b) (6?‘
ﬂ(b) (6) State: % zip- (D) (6)
Phone # E-mail

(b) (6)

#1 Name: Keratin treatment (b) (6)
trength:
Manufacturer: 2. Health Professional? | 3. Occupation 4 Also Reported to:

42 Name: [JYes [INo ] Manufacturer
Strength: 5. If you do NOT want your identity disclosed [] User Facilty
Manufacturer: to the manufacturer, place an "X" in this box: D D Distributor/Importer

‘A FDA 3500 (1/09) Submission of a report does not constitute an admission that medical personnel or the product caused ar contributed 10 (e event,
*

W



E37C3 7

... around the stuff. That night I went home and noticed some of the keratin mixture that had dried on the bachk of
my neck so I just wiped it off with a wet tissue. The very next day a rash started to appear on the back of my
neck. They were moist raised welts and were there for the next 3-4 days until it started to go down and dry out. I
then did some more research and locked specifically for adverse reactions from keratin treatments. I was shocked at
what I found, especially the fact about the treatments not being "natural" or chemical-free. I reached out to the
Salon owner and she assured me that she only uses the best items at her salon and that she has had no other
complaints. I met again with the stylist that worked on my hair and after looking at my neck she said it was just
an allergic reaction and that the neck is usually a sensitive area. She also told me that they called the supplier
and that there is nothing wrong with the keratin mixture and there are no chemicals. I asked if they had a list of
the ingredients and she said no. Soc basically, the salon is just taking their word for it. I am not someone who has
sensitive skin and I have no known allergies to anything. Something just didn't sit right with me about the whole
situation. They couldn’'t explain why my eyes were burning and they didn't even bother to tell me about it
beforehand. If I went to a doctor that gave me medicine and knew about side affects related to it and didn't bother
toc tell me, I wouldn't trust that doctor. At this point, I think the Salon is dismissing my experience there.
Something is wrong with that mixture. Something that i% “natural™ shouldn't burn my eyes to the point where I can't
even keep them cpen or cause my skin to welt. It has been about a week and a half since I had the treatment. The
rash is now gone and 50 far no other anomalies have occurred.

B.5. Describe Event or Problem (conlinued)

000002
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professional health and safety. As a consequence, we are always looking at ways in
which we can continuously improve our programs and procedures in this regard.
Please know that we will continue to provide the highest level of attention to these
matters We apprectate your inquiry. and we would welcome the opportunity to

- — ol e mcms aclal



February 06, 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 # 173463.

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



. [\
1. Patient Identifier (2
()@

. Age at Time of
Date of Birth:
36 Years
(b) (6)
In confidence
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check all that apply:
1.[] Adverse Event  [_| Product Problem [e.g., defects/malfunciions)
[]Product Use Error [_| Problem with Different Manufacturer of Same Medicine

or

2
#1

vase or Amount Route

#2

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

2. Qutcomes Attributed to Adverse Event
(Check all that apply)
[[] peatn: [] pisability or Permanent Damage

(mm/dalyyyy) ) X
D Life-threatening D Congenital Anomaly/Birth Defect
[[] Hosgitalization - initial or prolonged [7] Other Serious (Impontant Medieal Events)

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

(or best estimate) Stopped or Dose Reduced?
" # [/]Yes [JNo Doesn't
4 kves [JNo [] e
#2 []ves Na Doesn't
4, Diagnosis or R for Use (indication) - D - Apply

8. Event Reappeared After
Reintroduction?

#1 Halr smeothing product

#1 Yes No Doesn't
iz Wlyes [(One [ e
8 Lot# 7 Expiration Date | #2 []Yes [JNo [7]Doesnt
#1 #1 orly

9. NDC # or Unique 1D

3. Date of Event (mm/dadiyyyy) 4. Date of this Report (mm/dd/yyyy)
02/22/2014 03/24/72014

E. SUSPECT MEDICAL DEVICE

5. Describe Event, Problem or Product Use Error
Eves burning, nose runfaing and temporary hedaring loss

1. Brand Name

2. Common Device Name

ViR 25 2014

3. Manufacturer Name, City and State

6. Rel Tests/Lab

tory Data, Including Dates

PLEASE TYPE OR USE BLACK INK

4. Model # Lot# 5. Operator of Device
[C] Health Professianal
Catalog # Expiration Date (mmvdayyyy)| [] Lay UserPatiant
[[] other:
Serial # Othoer #

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

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

[C]Yes [[INe

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

7. Other Relevant History, Including Preexisting Medical Conditions (e.g.,
allergies, race, pregnancy, smeoking and alcohol use, liverkidney probjems, elc.)
Race:White

Medical Conditions:

prematurs atrial centractions

RAllergies: melon, shellifish

bananas, avocado,

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exclue lreatment of event)

G. REPORTER (See confidentiality section on back)

1. Name and Address

C. PRODUCT AVAILABILITY Name. (BB
Praduct Available for Evaluation? (Do not send product lo FDA| Address(b) (6)

[ves [IMNe [ ] Retumed to Manufacturer on: -

mmacyyyyY) ) )
D. SUSPECT PRODUGT(S) Ciy(B)(6) - Stato: BIE 21 () (6]
1. Name, Strength, Manutacturer {from procuct label) Phona ¥ E-mail
Bl Name brazilian blowout by (6) (b) {B)
Strangth:

~ Manufacturer 2. Health Professional? | 3, Occupation 4. Also Reported to:

#2 Name: [Jyes [Jno [T Manutacturer
Strength: 5_If you do NOT want your identity disclosed (] User Faciity
Manufacturer to the manufacturer, place an "X" in this box: Q] D Distributer/Imporer

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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FDA Product Code 53EDO03 Qty/Unit 12 Fluid ounces

UPC Code Package Bottle
Exp/Use By Date Lot/Serial

Product Used? Yes Purchase Date 07/01/2013
Date Used? 10/15/2013 Amount Consumed/Used 8 fl. oz.
Amount Remained 4 fl. oz. Date Discontinued 10/15/2013
Country of Origin  United States Imported Product? No
Retailer Name Sally Beauty Supply Label Remarks

Consumer states that there were no Lot numbers, UPC codes or expiration dates on product

Manufacturer/Distributor

FEI Name & Address Home District Firm Type
3003714912  Sally Beauty Supply LLC 3001 Colorado Blvd Denton TX 76210-6802 DAL-DO Distributor
1280090 Zoto's International, Inc. 100 Tokeneke Rd Darien CT 06820-4825 NWE-DO Corporate Headquarters

Initial Evaluation / Initial Disposition

Initial Evaluation FDA Action Indicated Initial Disposition Surveillance Info for Next El
Disposition Date 03/31/2014

Remarks

DAL-DO CCC determined mfr is Zoto's Darien, CT. NWE-DO called Zoto's Corporate office in Darien 203-655-8911 and left message for the
manager in charge of the customer & salon section. Return phone call was never received. CC closed as surveillance info.

Problem Keyword Problem Keyword Details
Reaction respiratory distress

Cosmetic ID #25167

DOB Age

Gender Race

Application Place Salon/SPA Reason for Use Hair Preparations (Non-Coloring)
Application Site Hair Other Products ?

Directions

Directions Followed? Yes Product Duration

Frequency of Use Every other month Reaction Site Other
Product Use in Off-Label Manner? No Off-Label Manner Desc

Warning Statement on Label ? Warning Statements?
Preexisting Conditions? Yes Treatment Physician
Current Status Unchanged

Medical Diagnosis Medical Treatment

Remarks

Reaction occured in the hair dresser applying the product to a client. The hair dresser complains of respiratory difficulty and a productive bloody
cough requiring hospitalization.

[Adverse Events

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

Close

000002

http://cfsan-caers fda.gov:9500/...ervlet/caers facts.CaseSummaryServlet?winMode=lite&mode=select&ccNmbr=134917&caersNmbr=175122[4/2/2014 1:32:26 PM]



April 04, 2014

Zoto'S International, Inc.
100 Tokeneke Rd
Darien, Connecticut 06820-4825

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 # 175122.

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



