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L Food and Drug Administration

Thomas Cluderay FEB 1 .i znﬁ Rockville MD 20857

Environmental Working Group
1436 U ST, NW

Suite 100

Washington, DC 20009

F11-394
Dear Mr. Cluderay:

In respoase to your request of January 10, 2011 for adverse event reports involving

Brazilian Blowout products or any other hair straightening, hair straightener, or
keratin hair product. )

XX Enclosed ace the records you requested.
We have searched our files and find no respoasive information.

Your request is also being referced to one of our componeat. of fices.

— Certain material has been deleted from the records furnished to you because a
preliminary review of the records indicated that the deleted information is not required to
be publicly disclosed and that disclosure is not appropriate. FDA has taken this approach
to facilitate the process of responding to you. If you dispute FDA's preliminary
determination with respect to these records and would like FDA to reconsider any
particular deletion, please let us know in writing at the following address: Food and Drug
Administration, Division of Freedom of Information, 12420 Parklawn Drive, Room 1050
Rockville, MD 20850 within 30 days from the date of this letter. If we do not receive a
response in that time period, we will consider the matter closed with respect to these
records. If you do request further consideration and if the agency then formally denies
your request for any or all of the previously-withheld information, you would have the
right to appeal that decision. Any letter of denial will explain how to make this appeal.

The following chacges for this request to date may be included in a moathly invoice:

Reproduction$ 0 Scarch§ 0 Review$__ 0 OtherS 0 Total:$ 0

THE ABOVE TOTAL MAY NOT REFLECT THE FINAL CHARGES FOR THIS REQUEST.
PLEASE DO NOT SEND PAYMENT UNLESS YOU RECEIVE AN [NVOICE.

Sincerely yours,

L2

FOL OFFILCER \
ﬁxecuti,vc Operatious Scaff )
Center for Food Safety \

and. Applied Nutcition
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FOI 11- 394

CAERS Reports Allegedly Related to Brazilian Blowout - 1/14/2011

Search Terms: Brazilian Blowout, Hair Straightener, Keratin

CAERS 15 a post-market surveillance system that coliects voluntary adverse event reports and product complaints that are allegedly related to CFSAN regulated products Adverse event reports submitted to FDA are voluntary and vary in the quality and reliability of

information provided In some reports, information in the reports cannot be verified for acauracy of the symptom(s), product(s), or ingredient(s) Furthermore, in many reports, individuals may have used other products, and many products contain multiple ngredients which
further complicates the evaluation of adverse event reports

There 1s no certainty that a reported adverse event can be attributed to a particular product or ingredient  The number of adverse event reports 1n CAERS received by FDA and the adverse event report itself about a particular product only reflects information AS REPORTED

and does not represent any conclusion by FDA regarding a causal relationship or assoctation with the product or ingredient  Due to the continuous inclusion of new or updated information into the CAERS system, reports released from CAERS containing adverse event data
may change over time

RA_Rep RA_Initia SO_FDA PRI_Reported PI_One Row PI_Ingredie PRI_Produc PRM_Firm PRM_Firm SO_Report PRM_Firm AEC_Event As Reported
ort# |Report Received Brand/Product nt Category t Name Type Format Address
Date Date Name Comments Type

| PURCHASED SOFTSHEEN/CARSON PROFESSIONAL ULTRA
PRECISE NO-LYE CONDITIONING RELAXER ON JANUARY 27,
2009 ?THEY ARE LOCATED AT SOFT SHEEN/CARSON, INC ,
DIST., NEW YORK, NY 10017- | APPLIED THE RELAXER AS
INSTRUCTED ON FEBRUARY 13, 2009 UPON RINSING RELAXER
OUT, ? MY HAIR FELL OUT, AND THERE WERE BALD SPOTS IN
THE MIDDLE OF MY HEAD | EXPERIENCE EXTREME ITCHING,
SCALP IRRITATION, AND HAD SOME SCARRING | WENT
DIRECTLY TO STORE FROM WHICH | PURCHASED PRODUCT
INFORMED OWNER MY DAMAGED HAIR, OWNER STATED
BECAUSE | DID NOT HAVE RECEIPT IN HAND HE WOULD NOT
DO ANYTHING, | SHOWED OWNER BOX WHICH STORE STAMP
ON IT HE BECAME RUDE AND BELLIGERENT | THEN WENT TO
DOCTOR THE PHYSICIAN RECOMMENDED | CONSULT A
DERMATOLOGIST DIAGNOSED WITH ALOPECIA AND
DERMATITIS MY HAIR CONTINUES TO FALL OUT DAILY | HAVE
BEEN TO A COSMETOLOGIST WHO SPECIALIZES IN DAMAGED
HAIR, BUT TO NO AVAIL SINCE THIS HAPPENED TO ME, | AM
EXTREMELY CONCERNED AFTER READING ARTICLE AFTER
ARTICLE ON SIDE EFFECTS

OF HAIR RELAXERS THAT ARE MARKETED TO AFRICAN
AMERICAN FEMALES FOR HOME USE THE FDA HAS NOT HELD
THESE COMPANIES LIABLE TO THE CONSTANT SIDE EFFECTS
OF HAIR RELAXERS THEY MARKET THESE PRODUCTS AS NO-
LYE AND THEY DO NOT HAVE LYE IN THEM COMPANIES ARE
ALLOWED TO NOT POST EXPIRATION DATES, WHICH ARE
IMPERATIVE TO HAVE IF THE CHEMICAL COMPOSITION
CHANGES OVER TIME THEY CAN CAUSE EXTREME SIDE
EFFECTS THERE IS NO EXPIRATION DATE ON THIS PRODUCT
ONLY A CODE | CONTACTED THE MANUFACTURER TO
IDENTIFY THE CODE THE PRODUCT IS A LITTLE BEYOND 3
YEARS OLD THE COMPANY WEB-SITE STATES THAT STALE
PRODUCTS COULD CAUSE
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RA_Rep RA_|

ort#

111264

| Report
Date

03/17/09

SO_FDA PRI_Reported
Received Brand/Product

Date

03/19/09

Name

RSON/MULTRA
PRECISE NO-
LYE RELAXER
SUPREME
FORMULA

SOFTSHEEN/CA|

UNKNOWN

P1_One Row Ingredients

Pl_Ingredie PRI_Produc PRM_Firm
nt Category t Name
Comments

Ingredient SOFTSHEEN-
From Labal CARSON

PRM_Firm SO_Report PRM_Firm
Type Format

Corporate

Headquarters MW 8500

Address
Type

From Other
Sources

AEC_Event As Reported

SEVERE HAIR-LOSS AND BREAKAGE IF THE PRODUCT IS
BEYOND THE SHELF-LIFE THERE WAS NOT ANY DATE ON THE
PRODUCT TO VERIFY IF IT WAS OLD HOW DARE THE FDA BE
SO RECKLESS AS TO ALLOW A COSMETIC MANUFACTURER TO
SET IT OWN STANDARDS AND NOT PROVIDE PROPER
OVERSIGHT TO ENSURE SAFETY TO THE CONSUMERS THIS IS
A TRUE TRAVESTY THERE SHOULD BE MANDATORY
GUIDELINES INSTEAD OF VOLUNTARY SHELF-LIFE
GUIDELINES | HAVE READ THAT EXPIRATION DATES ARE ONLY
?RULES OF THUMB ? HOW MANY WOMEN MUST SUFFER FROM
THIS LACK OF OVERSIGHT AND IMPROPER INTEGRITY TO
SUBSTANTIATE PRODUCT SAFETY!!! RELEVANT TESTS AN
ARTICLE IN OCTOBER 2005 BY NKECHI NNORUKA IN THE
INTERNATIONAL JOURNAL OF DERMATOLOGY, VOLUME 44, PP
13-17 7HAIR LOSS IS THERE A RELATIONSHIP WITH HAIR CARE
PRACTICES IN NIGERIA?? STATES A TOTAL OF 39 WOMEN HAD
COMPLAINTS OF EITHER HAIR LOSS, ITCHY SCALP, AND

BREAKAGE ALL THE WOMEN HAD THEIR HAIR AT SAME TIME
AN ARTICLE IN OCTOBER 2007 BY BEATRICE A ETEMESI,
MDINTHE INTERNATIONAL JOURNAL OF DERMATOLOGY,
VOLUME 46 ISSUE S1, PP 23-25 ?IMPACT OF HAIR RELAXERS IN
WOMEN IN NAKURU, KENYA ? STATES 240 WOMEN WERE
RECRUITED GIVEN RELAXERS 134 WOMEN HAD PROBLEMS
WITH RELAXERS AT LEAST ONCE PROBLEMS INCURRED
WERE HAIR LOSS, BURNS TO SCALP, AND COLOR CHANGE AN
ARTICLE IN THE BRITISH JOURNAL OF DERMATOLOGY
VOLUME 157 -1- JULY 2007 PP. 106-110 "HAIRDRESSING IS
ASSOCIATED WITH SCALP DISEASE IN AFRICAN SCHOOL
CHILDREN? A CROSS SECTIONAL STUDY OF 1042 CHILDREN
WAS DONE 78 4% OF THE GIRLS HAD CHEMICALLY RELAXED
HAIR -98 OF 1042- -TA- TRACTION ALOPECIA WAS
SIGNIFICANTLY MORE COMMON WITH RELAXED HAIR AN
ARTICLE BY DR ALL SYEDIN SHOP TALK MAGAZINE, SHELF
LIFE AND STORAGE OF SALON PRODUCTS ? STATES AS A
PRODUCT AGES, THE ENVIRONMENT- | E TEMPERATURE,
EXPOSURE TO AIR, ECT ?MAY CAUSE THE PRODUCT THAT IS
BEYOND ITS SHELF LIFE WILL NOT

PERFORM AS EFFECTIVELY AS IT DID INITIALLY PRODUCT
APPLICATION MAY BE IMPAIRED AND THE WAY IT REACTS TO
HAIR IN A VERY WELL BE HINDERED AT WORST, THE
PRODUCT COULD CAUSE HARM TO A CLIENT ? OTHER
RELEVANT HISTORY | HAVE NO PREEXISTING MEDICAL
CONDITIONS 20 YEARS OF RELAXED HAIR ?RACE- AFRICAN
AMERICAN
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RA_Rep RA_Initia SO_FDA PRI_Reported PI_One Row Pl_Ingredie PRI_Produc PRM_Firm PRM_Firm SO_Report PRM_Firm AEC_Event As Reported
ort# |Report Received Brand/Product nt Category t

Date Date Name Comments

Name Type Format Address
Type

From Other

Sources CAERS REPORTS 113679, 113833 AND 113834 ARE REALTED
REPORT 113679 IS FOR [ , REPORT 113833 IS
FOR HAIRSTYLIST #1, REPORT 113834 IS FOR HAIRSTYLIST #2
THE COMPLAINANT, MS [Ei{EEEE STATED THE SALON WHERE
SHE IS A HAIRSTYLIST USED BRAZILIAN BLOW-OUT, A HAIR-
STRAIGHTENING PRODUCT, ON FRIDAY, MAY 15, 2009 THE
PRODUCT HAD A STRONG CHOCOLATE SMELL WHICH SHE
SAID IS AN INDICATOR OF HIGH ALDEHYDE LEVELS MS
FERE STATED THE SMELL FROM THE PRODUCT CAUSED
HER EYES TO BURN THE SMELL CAUSED TWO HAIRSTYLISTS
i 113679 |os/18/09  |os18/09 Nm%w%czq ALDEHYDE ﬂmﬂm“ NA UNKNOWN mmﬁgﬂwma TO HAVE BREATHING PROBLEMS AND ONE OF THEM HAD TO
< LEAVE WORK ONE MAN AT THE SALON GOT A HEADACHE AND
ALSO HAD TO LEAVE NOBODY SOUGHT MEDICAL ATTENTION
DUE TO THE PRODUCT Ms EIISEEH SAID A HIGH DEGREE OF
HEAT IS USED IN THE PROCESS OF HAIR STRAIGHTENING
WHICH SHE BELIEVES INCREASES THE ALDEHYDE COMPLAINT]
From Other |/ INJURY REMARKS DIFFICULTY BREATHING, BURNING
Sources SENSATION IN EYES AND HEADACHE FACTS SYMPTOM LIST
Letter/Fax/Ph (SYMPTOM/DURATION/OURATION UNITS/ONSET/ONSET
one UNITS/REMARKS) DIFFICULTY BREATHING / NR / NR / NR / NR /
BURNING SENSATION IN EYES AND HEADACHE ALSO OCCURRH

FACTS

Preferred

Preferred

From Other
Sources

Alleged CAERS REPORTS 113679, 113833 AND 113834 ARE REALTED
Problem CATS REPORT 113679 IS FOR ENfEIEEEEEESEE) REPORT 113833 1S
Ingredient not FOR HAIRSTYLIST #1, REPORT 113834 IS FOR HAIRSTYLIST #2
on label THE COMPLAINANT, Ms FEEfiiiil, STATED THE SALON WHERE
SHE IS A HAIRSTYLIST USED BRAZILIAN BLOW-OUT, A HAIR-
STRAIGHTENING PRODUCT, ON FRIDAY, MAY 15, 2009 THE
' Preferred PRODUCT HAD A STRONG CHOCOLATE SMELL WHICH SHE
SAID IS AN INDICATOR OF HIGH ALDEHYDE LEVELS MS
EEEEEE STATED THE SMELL FROM THE PRODUCT CAUSED
SRAZILIAN HER EYES TO BURN THE SMELL CAUSED TWO HAIRSTYLISTS
113833 [05/18/09 [os/18/09 | Ol UNKNOWN, ALDEHYDE NA UNKNOWN Manufacturer TO HAVE BREATHING PROBLEMS AND ONE OF THEM HAD TO
LEAVE WORK ONE MAN AT THE SALON GOT A HEADACHE AND
ALSO HAD TO LEAVE NOBODY SOUGHT MEDICAL ATTENTION
DUE TO THE PRODUCT MS EHESFET SAID A HIGH DEGREE OF
From Other  |EAT IS USED IN THE PROCESS OF HAIR STRAIGHTENING
Sources WHICH SHE BELIEVES INCREASES THE ALDEHYDE COMPLAINT]
/ INJURY REMARKS DIFFICULTY BREATHING, BURNING
SENSATION IN EYES AND HEADACHE FACTS SYMPTOM LIST
Ingredient Letter/Fax/Ph (SYMPTOM/DURATION/DURATION UNITS/ONSET/ONSET
From Label one UNITS/REMARKS) DIFFICULTY BREATHING / NR / NR/ NR / NR /
BURNING SENSATION IN EYES AND HEADACHE ALSO OCCURRE

Preferred
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RA_Rep RA_Initia SO_FDA PRI_Reported
| Report Received Brand/Product

ort #

113834

Date

05/18/09

Date

05/18/09

Name

BRAZILIAN
BLOW-OUT

PI_One Row Ingredients

UNKNOWN, ALDEHYDE

Pl_Ingredie
nt Category

Alleged
Problem
Ingredient not
on label

PRI_Produc PRM_Firm
t Name

Comments

NA UNKNOWN

Ingredient
From Label

PRM_Firm SO_Report PRM_Firm

Type

Manufacturer

Format

FACTS

Address
Type

From Other
Sources

AEC_Event As Reported

CAERS REPORTS 113679, 113833 AND 113834 ARE REALTED
REPORT 113679 IS FOR FEFEEIIENEINEE], REPORT 113833 IS

Preferred

FOR HAIRSTYLIST #1; REPORT 113834 IS FOR HAIRSTYLIST #2
THE COMPLAINANT, MS FFEREESE STATED THE SALON WHERE
SHE IS A HAIRSTYLIST USED BRAZILIAN BLOW-OUT, A HAIR-
STRAIGHTENING PRODUCT, ON FRIDAY, MAY 15, 2009 THE
PRODUCT HAD A STRONG CHOCOLATE SMELL WHICH SHE
SAID IS AN INDICATOR OF HIGH ALDEHYDE LEVELS MS
|EiEEET STATED THE SMELL FROM THE PRODUCT CAUSED
HER EYES TO BURN THE SMELL CAUSED TWO HAIRSTYLISTS

Letter/Fax/Ph
one

From Other
Sources

TO HAVE BREATHING PROBLEMS AND ONE OF THEM HAD TO
LEAVE WORK ONE MAN AT THE SALON GOT A HEADACHE AND
ALSO HAD TO LEAVE NOBODY SOUGHT MEDICAL ATTENTION
DUE TO THE PRODUCT Ms EREEE SAID A HIGH DEGREE OF
HEAT IS USED IN THE PROCESS OF HAIR STRAIGHTENING
WHICH SHE BELIEVES INCREASES THE ALDEHYDE COMPLAINT]
/ INJURY REMARKS DIFFICULTY BREATHING, BURNING
SENSATION IN EYES AND HEADACHE FACTS SYMPTOM LIST
(SYMPTOM/DURATION/DURATION UNITS/ONSET/ONSET

Preferred

UNITS/REMARKS) DIFFICULTY BREATHING /NR /NR/NR/NR /
BURNING SENSATION IN EYES AND HEADACHE ALSO OCCURRH

120110

01/15/09

01/15/09

DR
MIRACLE'S/"FEH]
L IT" FORMULA
THERMALCEUTI|
CAL INTENSIVE
NO-LYE
RELAXER

UNKNOWN

ingredient
From Label

PURCHASE
DATE 11/08

Manufacturer

FACTS

Letter/Fax/Ph
one

From AE
Report

COMPLLAINANT USED PRODUCT AND SUFFERED AN ADVERSE
REACTION (COMPLETE HAIR LOSS OVER TIME)
COMPLAINT/INJURY REMARKS USED A HAIR PRODUCT USED
TO STRAIGHTEN OR RELAX (HAIR RELAXER) CURLY HAIR
COMPLAINANT STATED THAT SHE USED THE PRODUCT
ACCORDING TO THE DIRECTIONS COMPLAINANT
EXPERIENCED BURNING OF THE SCALP AND SOME HAIR LOSS
(HAIR BEGAN FALLING OUT IN CLUMPS) AT FIRST AND THEN
AFTER A FEW MONTHS WAS BALD HER SCALP WAS SORE
SINCE THEN HER HAIR APPEARS TO BE STARTING TO GROW
BACK AND SCALP IS NOT AS SORE SPOKE WITH [EiEl] @
PHONE #FFEEEEEEEE FOR THE INFORMATION REGARDING THE]
MANUFACTURER OF THE PRODUCT, AZIZI STATED THAT
THERE WAS ONLY ONE MANUFACTURER, LOCATED IN
ATTHEAEEES (SEE DATA ON PAGE 2 FOR MANUFACTURER
INFORMATION) COSMETIC REMARKS THIS OCCURED IN
NOVEMBER AND NO TREATEMENT HAS BEEN SOUGHT OR
PHYSICIAN VISITS HAVE BEEN MADE PER HER COMPLAINT
FACTS SYMPTOM LIST (SYMPTOM/DURATION/DURATION
UNITS/ONSET/ONSET UNITS/REMARKS) BALDING /1 5 /
MONTH(S) / NR / IMMEDIATE / NR
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RA_Rep RA_lnitia SO_FDA PRI_Reported

ort#

124344

| Report Received Brand/Product

Date

03/11/10

Date

03/12/10

Name

BRAZILIAN
KERATIN
TREATMENT

UNKNOWN

PI_One Row Ingredients

Pl_ingredie PRI_Produc
nt Category t

PRM_Firm
Name

PRM_Firm SO_Report PRM_Firm
Type Format Address

Comments Type

Ingredient
From Label

From AE
Report

NA UNKNOWN Manufacturer MW 3500

AEC_Event As Reported

USING BRAZILIAN KERATIN TREATMENT -CONTAINS
FORMALDEHYDE- PERSON EXPERIENCED HEADACHES,
DIZZINESS, AND BLURRED VISION OTHER RELEVANT HISTORY
AFRICAN AMERICAN AND HEALTHY

125176

03/26/10

03/26/10

BRAZILIAN
BLOWOUT/HAIR
TREATMENT

ULTRASMOOTH
/BLOW OUT
LOTION

UNKNOWN

ADVERSE
EVENT
REMARKS R
EACTION
SITE SCALP,
RESPIRATO
RY SYSTEM

FACTS

Ingredient
From Label

From AE

Manufacturer Report

ADDITIONAL
PRODUCT
3/31/10

Letter/Fax/Ph
one

COMPLAINANT, SALON OWNER REPORTS HER HAIR STYLISTS
USING BRAZILIAN BLOWOUT HAIR STRAIGHTENER AND
CONDITIONING LOTION PRODUCTS AND BECOMING ILL FROM
THE STRONG FORMALEDHYDE FUMES SOME OF THE
STYLISTS AND FEW CUSTOMERS DEVELOPED RESPIRATORY
SYMPTOMS, PERSISTENT COUGHS, HEADACHES, EYE
IRRITATION COMPLAINANT ATTEMPTED TO OBTAIN
INGREDIENT LIST FROM COMPANY BUT WAS REFUSED
CLAIMING PROPRIETARY INFORMATION ONLY THROUGH HER
PHYSICIAN WAS THE LIST RELEASED COMPLAINANT CLAIMS
PRODUCT CONTAINS UNSPECIFIED CHEMICAL(S) THAT IS
CAUSING REACTION THIS COMPLAINT IS THE LATEST OF
FOUR CALLS REC'VD AT FDA PERTAINING TO BRAZILIAN
BLOWOUT SINCE 5/8/009 FOLLOWING FIRST INCIDENT, SPOKE
TO COMPANY SPOKESPERSON, A MR FEREERENEEREHE wHO TOOK
OVER QA AND REFORMULATION OF PRODUCTS
FAXED SPECIFIC INFORMATION REGARDING COMPANY
OWNERSHIP AND MANUFACTURING SOURCE WHILE Eff
FFREEEEIS LISTED AS CONTRACT MANUFACTURER OF

OWNERA OF BRAZILIAN BLOWOUT IS 204 sz<<z

COMPANY LOCATED AT FiEREERa e s
TR TeLe R A

THIS BRAND IS HIGHLY PUBLICIZED BY YOUNG 20-30
SOMETHING CELEBRITIES AND IS A HIGH VISIBILITY PRODUCT
SPOKE TO ANOTHER COMPLAINANT AND WAS TOLD SINCE
NEW AIRFLOW SYSTEM INSTALLED, INITIAL COMPLAINTS ABOU
THE PRODUCT AND FUMES HAVE ALL BUT CEASED THIS MAY
BE AN ENVIRONMENTAL ISSUE THAN CHEMICAL PROBLEM
1200 HRS - SPOKE TO ANOTHER COMPLAINANT AND WAS
INFORMED THAT HER STYLIST THAT BY USING LESS PRODUCT,
WAS ABLE TO CONTROL THE FUMES SHE IS VERY SATISFIED
WITH PRODUCT DESPITE INITIAL

COMPLAINT COMPLAINT/INJURY REMARKS PRODUCT FOR
PROFESSIONAL FACTS SYMPTOM LIST
(SYMPTOM/DURATION/DURATION UNITS/ONSET/ONSET
UNITS/REMARKS) COUGHING / NR / NR /NR / NR / NR,
DIFFICULTY BREATHING / NR/ NR/ NR/NR / NR, BURNING / NR
/NR/NR/NR/NR
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RA_Rep RA_Initia SO_FDA PRI_Reported
1 Report Received Brand/Product

ort#

\ 125880

Date

04/14/10

Date

04/14/10

Name

JOHNSON &
JOHNSON/GEN
TLE
TREATMENT
HAIR PERM -
REGULAR
STRENGTH

PI_One Row Ingredients

UNKNOWN

PI_Ingredie PRI_Produc

nt Category

Ingredient
From Label

t Name

Comments

DATE

PURCHASE

0372010

PRM_Firm

PRM_Firm SO_Report PRM_Firm

Type

Manufacturer

Format

FACTS

Address
Type

From AE

Letter/Fax/Ph
one

Report

AEC_Event As Reported

CONSUMER PURCHASED THE GENTLE TREATMENT HAIR PERM
@ WIG AND FASHIONS STORE SHE PUT THE PERM IN
HERSELF AND LATER NOTICED THE LOSS OF HAIR AROUND
HER TEMPLE AND PATCHES MISSING IN HER HEAD
COMPLAINT/INJURY LOSS OF HAIR AROUND HER TEMPLE AND

Corporate
Headquarters

FACTS

From AE

Letter/Fax/Ph
one

Report

PATCHES WITHIN HER HAIR CONTACTED MANUFACTURER
WHO IS REQUESTING SHE RETURN OF PRODUCT TO THEM
FACTS SYMPTOM LIST (SYMPTOMDURATION/DURATION
UNITS/ONSET/ONSET UNITS/REMARKS) BALDING / NR / DAY(S) /
3/2010 / DAY(S) / NOW MAKING AN APPOINTMENT TO SEE A
DERMATOLOGIST

s 29059

08/12/10

08/13/10

MIZANI
RELAXER
BUTTER BLEND
SENSITIVE
SCALP

UNKNOWN

Ingredient
From Label

NA

MIZANI

Manufacturer

MW 3500

From AE
Report

| UTILIZED MIZANI- LOREAL BUTTER BLEND SENSITIVE
RHELAXER ON MY HAIR IN JANUARY 18, 2010 AND
EXPERIENCED SEVERE SCALP BURNING, EXTREME BALDNESS
AND HAIR LOSS THIS RELAXER IS DEFECTIVE PRODUCT THAT
CAUSED MY HAIR LOSS | AM REQUESTING FDA TO
INVESTIGATE THE MIZANI- LOREAL FOR DAMAGES CAUSED TO
MY HAIR IN WHICH | VISITED MY PRIMARY CARE PHYSICIAN
FOR BURNT SCALP CAUSED BY MIZANI- LOREAL RELAXER |
HAVE NEVER EXPERIENCED THIS TREATMENT IN 38 YEARS OF
UTILIZING HAIR CARE PRODUCTS

130998

10/12/10

10/13/10

THE BRAZILIAN
BLOWOUT

UNKNOWN, FORMALDEHYDE

Ingredient
From Label

Reported
Ingredient

NA

BRAZILIAN
BLOWOUT

Corporate
Headquarters

MW 3500

From AE
Report

I'VE BEEN A COSMETOLOGIST FOR 30 YEARS NOW AND HAVE
HAD ADVERSE AFFECTS DUE TO THE USE OF THE BRAZILIAN
BLOWOUT HAIR STRAIGHTENING TREATMENT FROM JUNE 18,
2010 THROUGH OCT 12, 2010, I'VE HAD NOSE BLEEDS, VERY
RAW NOSE, DIFFICULTY BREATHING, PRESSURE IN CHEST,
EYES WILL NOT STOP BURNING AND COUGHING, WHICH HAS
BECOME PROGRESSIVELY WORSE EACH TIME THIS PRODUCT
IS USED IN THE SALON THAT I'M WORKING AT {'VE NOTICED
WHEN THE PRODUCT IS HEATED THE SYMPTOMS GOT REALLY
BAD AND SEVERAL CLIENTS AND COSMETOLOGISTS HAVE TO
LEAVE THE BUILDING AFTER CALLING THE CORPORATE
OFFICE OF THE BRAZILIAN BLOWOUT, | WAS TOLD THAT THE
PHYSICAL EFFECTS WOULD NOT LAST AND THAT THEY WERE
CAUSED BY CHEMICALS SUCH AS BEHENYL AND CETEARYL
ALCOHOLS I'M CONCERNED ABOUT THE HIGH PERCENTAGES
OF FORMALDEHYDE THAT HAS RECENTLY BEEN REPORTED BYj}
ERRERERERERERE] ANO REREENEETRRE
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RA_Rep RA_Initia SO_FDA PRI_Reported

"

PI_One Row Ingredients Pl_ingredie PRI_Produc PRM_Firm PRM_Firm SO_Report PRM_Firm AEC_Event As Reported
ort# |Report Received Brand/Product nt Category t Name Type Format Address
Date Date Name Comments Type
BRAZILIAN . From AE
BLOWOUT Report WE HAVE BEEN USING THE PRODUCT BRAZILIAN BLOWOUT IN
THE SALON | WORK IN SINCE JUNE 2010 | HAVE PREFORMED
THE PROCESS ON OTHERS AS WELL AN RECIVING THE
TREATMENT MYSELF EACH TIME | HAVE EXPERIENCED
BURNING/RUNING EYES AND NOSE, HEADACHES AND
EXTREMLY RAW AND SORE THROAT | HAVE CONTACTED THE
COMPANY SEVERAL TIMES TO QUESTION THE ADVERSE
HEALTH EFFECTS THAT | AND OTHERS EXPERENCED ONLY TO
BRAZILIAN
1&1003 |1oi10m0  fronano FORMALDEHYDE Repotted [\ Mw3soo [T OMer lee TOLD EACH TIME THAT THE PRODUCT IS 100 PERCENT
BLOWOUT Ingredient Sources
FORMALDHYDE FREE AND SAFE | WAS ALSO TOLD THAT THE
EYE BURNING HAS BEEN REPORTED AND IS DUE TO THE
PERFUME THEY USE TO MAKE THE PRODUCT SMELL BETTER
UNKNOWN Corporale THEY SAID THEY HAD NO REPORTS OF HEADACHES OR SORE
Headquarters THROATS | HAVE SEEN THE REPORT POSTED BY OSHA
STATING FORMALDHYDE LEVES BETWEEN 6 TO 10 PERCENT
AND HAVE CONTACTED THEM AS WELL AS THE FDA TO TRY TO
proferreq |CET FURTHER INFORMATION
From Other | BRAZILIAN BLOWOUT WAS GETTING THIS HAIR TREATMENT
sl FOR THE FIRST TIME AND EXPERIENCED EXTREME IRRITATION
e AR b o odieri Soroossin TO MY EYES THE STYLIST JUST SAID TO KEEP THEM CLOSED -
131005 [1o08r10 J1om3mo | UNKNOWN il UNKNOWN o erers MW 3500 SEEMED LIKE THIS HAD HAPPENED OFTEN- BUT IT WAS
qua EXTREMELY IRRITATING AND MY EYES WERE
BURNING/TEARING EVEN THROUGH CLOSED EYES NO
BURNING THROAT OR HEADACHE
Preferred
WATERY EYES, BREATHING PROBLEMS, BURNING
BRAZILIAN Ingredient BRAZILIAN From AE AR L N
131 oor29r10 |10r1310  |BLOWOUT UNKNOWN ] -
31006, J092 OO From Labal |\ BLOWOUT Manufacturer MW 3500 1 epont Mwm Hebadi s n IR
SismER ISTORY NO PREEXISTING
CONDITIONS
BRAZILIAN
BLOWOUT NA
THE BRAZILIAN BLOW OUT HAS MADE IT HARD FOR TO
,.\ BREATHE WHILE BLOW DRYING, MY EYES AND MY CLIENTS
’ Ingredient BRAZILIAN FromAE  |EYES WATERED AND BURNED MY CO-WORKER BROKE OUT IN
181017 onalin. oiang TRENGT HNKNOWN From Label BLOWOUT Manufacturer IMW 3300 papo HIVES AFTER APPLYING RELEVANT TESTS / LABORATORY
STRENGTH DATA., INCLUDING DATES REMARKS OSHA HAS REVIEWED
wwm,ﬂ_mu_nu NO LABEL THAT IT HAS CONTAINED 10% FORMALDEHYDE
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RA_Rep RA_Initia SO_FDA PRI_Report PI_One Row Ingredients Pl_Ingredie PRI_Produc PRM_Firm PRM_Firm SO_Report PRM_Firm AEC_Event As Reported
ort# |Report Received Brand/Product nt Category t Name Type Format Address
Date Date Name Comments

Type

COMPLAINANT REPORTED EXPERIENCE AFTER USING THE
BRAZILIAN BLOWOUT SOLUTION PRO TREATMENT FOR
SMOOTHING HAIR PRODUCT IS BECOMING VERY POPULAR AT
MANY SALONS THE PROFESSIONALS WHO USE THIS

FACTS PRODUCT ARE COMPLAINING THAT THE FUMES THE PRODUCT
PRODUCES IS CAUSING SYMPTOMS DURING EACH USE
CLIENTS AS WELL AS SALON WORKERS ARE ALL EFFECTED
AFTER APPLICATION AS STATED BELOW, HAIR IS BLOW DRIED
DURING THE BLOW DRYING PROCESS, THE FUMES AND/OR
VAPORS WHICH EMIT INTO THE AIR WHILE BLOWING DRYING
ARE CAUSING SHORTNESS OF BREATH, CHEST PAINS, ITCHY
AND WATERY EYES AND A LIST OF VARIOUS OTHER
SYMPTOMS SUCH AS RASHES AND FAINTING COMPLAINANT
STATES THAT THERE ARE NO INGREDIENTS OR DIRECTIONS

e Corporate From AE LISTED ON BOTTLES USED FOR TREATMENT AND THAT
H_ s m% ; Headquarters Report BOTTLES ARE DELIVERED WITHOUT OUTER PACKAGING
ram— WHICH MAY POSSIBLY CONTAIN PRODUCT INGREDIENTS
PROFESSIONALS
Letter/Fax/Ph
one WHO USE THE PRODUCT ARE PROVIDED A TRAINING COURSE

PRODUCT IS APPLIED TO HAIR OF CLIENTS BASED ON
INFORMATION OBTAINED IN TRAINING VIDEO COMPLAINANT
BELIEVES COMPANY DELIBRATELY IS ELIMINATING THE
INGREDIENTS SINCE PRODUCT IS NOT FDA APPROVED THIS
WILL KEEP THEM UNDER THE RADAR AS LONG AS POSSIBLE
PER COMPLAINANT SALONS PROVIDE MASKS FOR THEIR
CLIENTS AND SALON WORKERS HOWEVER THE FUMES
TRAVEL THROUGHOUT THE SALON AND EFFECT THOSE WHO
ARE NOT USING THE PRODUCT SYMPTOMS LAST FOR ONE
HOUR OR MORE AND PERSONS ARE IMMEDIATELY EFFECTED
BY FUMES COMPLAINT/INJURY REMARKS DIRECTIONS TAKEN
DIRECTLY FROM COMPANY WEBSITE

BRAZILIAN [ R T ARE AS FOLLOWS AFTER
p BLOWOUT/SOL TOWEL DRYING, YOUR CERTIFIED BRAZILIAN BLOWOUT
UTION PRO STYLIST WILL DIVIDE YOUR HAIR INTO SECTIONS AND BEGIN
{040 |osrzsiio |osrze/io |TREATMENT  |UNKNOWN Ingredient  {, TO COMB THE BRAZILIAN BLOWOUT PROFESSIONAL
FOR From Label TREATMENT THROUGH EACH SECTION OF THE HAIR FROM
SMOOTHING ROOT TO TIP, LIGHTLY DUSTING EACH SECTION WITH THE
HAIR SOLUTION SOLUTION WILL SURROUND EACH HAIR SHAFT

WITH PROTECTIVE PROTEIN LAYERS TO SMOOTH

From AE

FACTS RisH

Distributor AND FLATTEN THE CUTICLE STYLIST WILL THEN BLOW-DRY
YOUR HAIR AS STRAIGHT AS POSSIBLE WITH A FLAT OR
ROUND BRUSH ONCE THE HAIR IS DRY, THE STYLIST WILL
DIVIDE THE HAIR INTO FOUR SECTIONS AND BEGIN USING A
FLAT IRON TO
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FURTHER STRAIGHTEN THE HAIR IN 2-3 INCH SECTIONS ONCE

COMPLETE, THE STYLIST WILL RINSE THE HAIR (NO

SHAMPOO), TOWEL-DRY AND APPLY THE BRAZILIAN BLOWOUT

MASQUE TO FURTHER SEAL IN THE PROFESSIONAL

FORMULATION AFTER 60 SECONDS, THE STYLIST WILL RINSE i

THE HAIR ONCE AGAIN AND TOWEL DRY THE STYLIST WILL .. |
“

THEN APPLY THE BRAZILIAN BLOWOUT SMOOTHING SERUM
TO FURTHER SEAL THE CUTICLE AND ASSIST IN DETANGLING i
THE HAIR PRIOR TO THE FINAL BLOW DRY THE STYLIST WILL i
THEN BLOW DRY THE HAIR STRAIGHT ONE FINAL TIME AND 4
STYLE AS DESIRED FACTS SYMPTOM LIST .
(SYMPTOM/DURATION/DURATION UNITS/ONSET/ONSET !
UNITS/REMARKS) EYE IRRITATION / 1-3 / HOUR(S) / NR /
IMMEDIATE/ ITCHY AND WATERY EYES, DIFFICULTY ;
BREATHING / 1-3 / HOUR(S) / NR / IMMEDIATE/ SHORTNESS OF !
BREATHE, ASTHMA LIKE SYMPTOMS, NEC - IDENTIFY IN
REMARKS / 1-3 / HOUR(S) / NR / IMMEDIATE/ SOMETIMES
CAUSES RASH ON SCALP AND FAINTING, CHEST PAIN/1-3/
HOUR(S) / NR / IMMEDIATE/ NR

Letter/Fax/Ph jFrom AE
one Report

i tabal STRAIGHTEN MY NATURALLY <<><< HAIR WITHIN FIVE DAYS
OF THE TREATMENT | BEGAN LOSING LARGE AMOUNTS OF
HAIR, AT LEAST THREE-FOUR TIMES WHAT | WOULD USUALLY 4
LOSE IN A DAY IN ONE MONTH, |HAVE EXPERIENCED ABOUT A .
40% VOLUME LOSS IN MY HAIR AND IT CONTINUES TO FALL !
OUT AT THE SAME ALARMING PACE | RESEARCHED THIS

w_q_mmw ON SEPTEMBER 16, 2010, | HAD THE BRAZILIAN BLOWOUT i
Ingredient not TREATMENT AT SALON BEEHEE I ;
i

BRAZILIAN TREATMENT AND SPECIFICALLY ASKED FOR IT BECAUSE THE
CADIVEU From Other |MARKETING MATERIALS, AND SALON STYLIST, SAID THE
TaREY WU (SRR m%“ﬁ% UNKNOWeL, FORMALDEHYDE NA PROFESSIONAL|Manufacturer (MW 3500 s, cas PRODUCT WAS FREE OF FORMALDEHYDE, UNLIKE MANY :

OTHER TREATMENTS ON THE MARKET | WOULD NOT HAVE
GOTTEN THE TREATMENT AT ALL IF | KNEW IT HAD
FORMALDEHYDE IN IT MY HAIR CONTINUES TO FALL OUT AND
| AM VERY CONCERNED ABOUT MY HEALTH, FIRST, AND THE
Ingredient EMOTIONAL DAMAMAGE THIS VERY EXPENSIVE AND
From Label SEEMINGLY MISLEADING PRODUCT MAY HAVE CAUSED TO MY
HAIR AND SCALP OTHER RELEVANT HISTORY KNOWN
ALLERGY PENICILLIN PRESCRIPTION DRUGS AT TIME OF
INCIDENT NUVA RING BIRTH CONTROL DEVICE

| HAD THE BRAZILIAN BLOWOUT HAIR TREATMENT APPLIED TO
_S< HAIR ON 7/21/2010 FROM A REPUTABLE SALON IN
Rk

From Other
Sources
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| IMMEDIATELY EXPERIENCED BURNING EYES, BURNING AND
RUNNING NOSE AND A BURNING THROAT THE SYMPTOMS
DATES OF CONTINUED AFTER THE TREATMENT AFTER 2 DAYS THERE
wwmﬁoa WAS EVIDENCE OF FRIZZ IN THE MID SECTION OF MY HAIR, SO
BRAZILIAN T - e ON 8/13/2010 | RETURNED TO THE SALON FOR A DO OVER OF
131499 102110 |10r2210 | "R UNKNOWN s Lot |o712010  JunknOwN mhﬂ%ﬂma MW 3500 THE BAD SECTIONS -THE STYLIST ENDED UP REDOING THE

AND ENTIRE HAIR-WHICH PUT ME IN CONTACT WITH THE FUMES
08/13/2010— LONGER- | HAD REMOVED MY CONTACT LENSES, WORE
08/13/2010 GLASSES, PUT SALINE IN MY NOSE TO TRY TO NEGATE THE
Preferred  |ADVERSE REACTIONS THIS TIME THE REACTIONS WERE
MORE SEVERE AND | WAS IN AGONY DURING AND AFTER THE
APPOINTMENT MY EYES, ESPECIALLY THE LEFT ONE
CONTINUED TO BURN AND | ENDED UP AT THE OPTOMETRISTS
OFFICE WHERE | WAS DIAGNOSED WITH AN CORNEAL
ABRASION | HAD ALWAYS WORN MY CONTACT LENSES FOR 16
HOURS A DAY AND IT TOOK SEVERAL WEEKS TO BUILD BACK
UP MY WEARING TIME | STILL HAVE ISSUES WITH BURNING,
STINGING EYES OTHER RELEVANT HISTORY | HAVE ALWAYS
HAD SENSITIVITIES TO SMELLS

FACTS 39 YEAR OLD FEMALE COMPLAINANT REPORTED INCIDENT
From Other |AFTER USING BRAZILIAN BLOWOUT SOLUTION PRO
Dealer i TREATMENT FOR SMOOTHING HAIR COMPLAINANT HAS NO

KNOWN ALLERGIES, NO MEDICAL CONDITIONS AND HAS NOT
Letter/Fax/Ph HAD ANY REACTION TO HAIR TREATMENTS IN PAST
one COMPLAINANT FIRST RECEIVED HAIR TREATMENT AT SALON
SIX MONTHS AGO SHE WAS ADVISED THAT PROCESS TO
|SMOOTH HAIR TAKES THREE DAYS AND PRODUCT WAS TO
REMAIN IN HAIR AFTER SALON VISIT AFTER THE THIRD DAY
SHE WAS INSTRUCTED TO WASH OUT TREATMENT AFTER
From AE WASHING/RINSING PRODUCT OUT OF HER HAIR COMPLAINANT
Report |IMMEDIATELY NOTED HAIR LOSS AND HER HAIR WAS VERY
Letter/Fax/Ph TANGLED OVER TIME HAIR BECAME THIN AND SHE

i EXPERIENCED MORE HAIR LOST STYLIST INFORMED

BRAZILLIAN COMPLAINANT THAT HER HORMONES FROM CHILD BIRTH

BLOWOUT/SOL WERE CAUSE OF HER SYMPTOMS AND THAT SHE SHOULD NOT]
UTION PRO

S— From Other |FE CONCERNED  COMPLAINANT HAD A CHILD 2 112 YEARS
131532 |10727710 |10/27110 |TREATMENT  JUNKNOWN NA rom UINEr 1AGO COMPLAINANT VISITED SALON FOR A SECOND

From Label Sources
FOR TREATMENT TWO WEEKS AGO T WAS SUPPOSE TO LEAVE
SMOOTHING FACTS HER HAIR HEALTHIER, SHINIER AND LESS FRIZZY INSTEAD
HAIR SHE EXPERIENCED EVEN FURTHER HAIR LOST AND NOTED IT
prefecred  |WAS VERY TANGLED STYLIST OFFERED KERATIN TREATMENT]

FACTS

Distributor

UNKNOWN Manufacturer From Other
Sources AND PROTEIN MASKS TO CORRECT THE SYMPTOM AS SHE
WAS TOLD THERE IS NO WAYS TO ELIMINATE IT ONLY
PREVENT FURTHER DAMAGE HAIR LOSS IS A PERSISTENT
Letter/Fax/Ph SYMPTOM COMPLAINANT STATED THAT SHE HAD NO

one CONCERNS OR ISSUES DURING THE APPLICATION PROCESS
FACTS SYMPTOM LIST (SYMPTOM/DURATION/DURATION
Preferred UNITS/ONSET/ONSET UNITS/REMARKS) HAIR BREAKAGE / NR /
NR / NR / IMMEDIATE / HAIR LOST
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From Other |GLOBAL KERATIN HAIR TAMING SYSTEM WITH JUVEXIN IS THE
Sources HAIR STRAIGHTENING SYSTEM | APPLIED TO MY CLIENT THIS
PRODUCT DOES CONTAIN FORMALDEHYDE AND WHEN FLAT
IRONED @400 DEGREES OR MORE LETS OFF A TOXIC VAPOR
THIS STEP HAS TO BE TAKEN TO SEAL KERATIN INTO HAIR
GLOBAL HAIR THE FIRST TIME | USED THE PRODUCT | COULD - TASTE IT IN
TAMING Ingredient Corporate MY THROAT AND SMELL IT FOR HOURS AFTER THE SERVICE
.\ 131679 |10/26/10 |10/28/10 SYSTEM WITH UNKNOWN NA UNKNOWN MW 3500 THE SECOND TIME | USED THE PRODUCT MY TONGUE WAS

JUVEXIN FramLabe Headquarters TINGLING AND NUMB FOR A COUPLE OF HOURS AND MY EYES

BURNED THIS PRODUCT IN VERY DANGEROUS, | AM
CONCERNED ABOUT STYLIST AND CUSTOMER'S WELL BEING
AFTER REPEATED USE | WILL NEVER AGAIN USE THIS
PRODUCT, BUT MY CO WORKERS ARE STILL USING IT THE
FORMALDAHYDE VAPORS ARE IN THE SALON FOR EVERYONE
THE BREATHE PLEASE REVIEW THIS PRODUCT

Preferred

| RECEIVED A BRAZILIAN BLOWOUT TREATMENT AT SALON
IMMEDIATE EFFECTS BURNING OF SCALP, EXPOSED SKIN,
EYES, NOSE, THROAT & CHEST, HEADACHE, TIGHTNESS
FEELING TO CHEST LIKE BRONCHIAL IRRITATION NEXT DAY
EFFECTS, SEVERE HEADACHE, DIZZINESS, NAUSEAVOMITING,
FEVER, RASH, BLURRED VISION IN RIGHT EYE EFFECTS
CONTINUED TO WORSEN FOR NEXT 3 DAYS WENT TO ER
WHEN VOMITING WOULDN'T STOP & FEVER INCREASED
ADMITTED TO HOSPITAL WITH 102F FEVER, VOMITING,
DIARRHEA, DEHYDRATION, RAPID HEART RATE & ELEVATED
BLOOD PRESSURE STAYED IN HOSPITAL FOR 3 DAYS TOTAL -
CONTINUED SYMPTOMS RELEASED FROM HOSPITAL AFTER
VOMITING & FEVER CONTROLLED WITH MEDICATIONS
SYMPTOMS CONTINUED WITH SLOW IMPROVEMENT NEXT 5

y, SIMPLY DAYS ONGOING CHEST, THROAT & EYE IRRITATION | AM
kammm SMOOTH/BRAZI Ingredient AMERICAN From Other JAWAITING LAB TEST RESULTS FROM URINE, BLOOD, & STOOL

/\ 10122110 11012810 1" o6y owouT |UNKNOWN From Label A CULTURE Manufacturer MW 3500 Sources SAMPLES TAKEN THROUGHOUT THE 3 DAYS RELEVANT

=z

TREATMENT TESTS AWAITING LAB RESULTS FROM 3 DAY HOSPITAL STAY -
10/12/2010 - 10/14/2010- - SAMPLES INCLUDE BLOOD, URINE, &
STOOL XRAY TAKEN OF CHEST IN ER -10/12/2010-

OTHER RELEVANT HISTORY NO PREEXISTING CONDITIONS
RELATED TO EVENT OVERALL HEALTH IS GOOD
LAPROSCOPIC SUPRACERVICAL HYSTERECTOMY DUE TO
FIBROID RESCHEDULED DUE TO EVENT - NO SYMPTOMS
RELATED TO THIS ILLNESS
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| HAVE HAD THE BRAZILIAM BLOWOUT DONE THREE TIMES IN
THE PAST YEAR AND 2 OF THE 3 TIMES, | HAVE HAD STINGING
WAYERY EYES, HEADACHES AND NOSE BURNING FROM THE
~\ 131687 102210 |10r28110 mew_\mou UNKNOWN _nmnow_&r_wmw_ NA mwww,_\mmu m“Ho.HﬂRm MW 3500 maa A€ |FUMES EVEN WHEN THE HEAT FROM THE STRAIGHT IRON
q epo WAS NOT PRESENT I STILL HAD BURNING/STINGING EYES
OTHER RELEVANT HISTORY PREVIOUS SMOKER -QUIT 6
YEARS AGO- CROHN'S DISEASE

Ingredient From Other  ITHE COMPLAINANT IS A HAIRDRESSER WHOSE RESEARCH
From Label Sources INDICATES THAT MANY BRANDS OF KERATIN HAIR TREATMENT

CONTAIN METHYLENE GLYCOL, WHICH WHEN HEATED(E G, IN
: THE HAIR TREATMENT, HAIR DRYING PROCESS) RELEASES

KERATIN HAIR FORMALDEHYDE GAS THE COMPLAINANT USES THESE HAIR
131804 [11/05/10 [11/05/10 | o rioie " JUNKNOWN, METHYLENE GLYCOL NA UNKNOWN Manufacturer [MW 3500 TREATMENTS IN HER JOB AND HAS EXPERIENCED LOSING HE Q
\VOICE, LUNG IRRITATION, THROAT IRRITATION, SINUS

IRRITATION, SKIN IRRITATION, HEADACHES, AND DIZZINESS
Reported SHE HAS BEEN HOSPITALIZED AND HAS REPORTED THE
Ingredient Prefered  |proBLEM TO B

<

COMPLAINANT (47 Y/O FEMALE) SUFFERED SEVERE ADVERSE
REACTION FROM USE OF BRAZILIAN BLOWOUT ("BB") AT
SALON ON 9/22/10 COMPLAINANT WENT TOEEIEEERETREE SALON
ﬁ_zﬁmﬁmﬁmﬂao HAVE HAIR STYLED USING BB
STRAIGHTENER & CONDITIONER. STYLIST, BEFIH
INSTRUCTED COMPLAINANT TO CONTINUE USI
CONDITIONER AND MASK ON HER HAIR FOR EIGHT DAYS,
THEREAFTER RETURN TO SALON FOR RINSE AND FINAL
STYLING BY DAY 7 COMPLAINANT HAD BECOME SO ILL SHE
HAD TO REMOVE THE CONDITIONER WHILE RINSING IN THE
SHOWER, SHE PULLED APPROX 2 5 FEET OF HAIR FROM HER
HEAD, HAIR CONTINUED TO FALL OFF AS SHE CONTINUED TO
RINSE BLISTERS ALSO DISCOVERED ON THE BACK OF HEAD
From AE DURING THIS WAIT PERIOD COMPLAINANT DEVELOPED
FACTS Report SEVERE STABILITY PROBLEMS (SEVERE DIZZINESS) THAT
PROGRESSED TO POINT SHE WAS UNABLE TO WALK W/O
ASSISTANCE AND HAD TO RELY ON WALKER CONCURRENT
TO THIS DEBILITATING CONDITION, ON OR ABOUT DAY 3,
COMPLAINANT BEGAN TO VOMIT VOMITING PERSISTED AND
CONTINUED TO THIS DAY, ALBEIT FREQUENCY DOWN TO

Corporate 3X (11/9/10) ON 9/29 COMPLAINANT RETURNED TO SALON
Headquarters PEOPLE NO EFFORT WAS MADE TO REMEDY
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| Report Received Brand/Product

Date

11/09/10

Date

11/09/10

Name

BRAZILIAN

STRAIGHTENIN
G &
CONDITIONER

BLOWOQUT/HAIR

UNKNOWN

PI_One Row Ingredients

nt Category

Ingredient
From Label

Pl_Ingredie PRI_Produc

t

Comments

PRM_Firm PRM_Firm SO_Report PRM_Firm

Name Type

Format

Address
Type

Page 13

Manufacturer

Letter/Fax/Ph |From AE

one Report
From AE

FACTS Report

AEC_Event As Reported

HER PROBLEM EXCEPT OFFERED APOLOGIES COMPLAINANT
THEN WENT TO LOCAL URGENT CARE PHYSICIAN EXAMINED
AND NOTED HAIR LOSS, BLISTERS ON SCALP AND ULCER
FORMATION IN HER MOUTH MEDS RX TO TX NAUSEA
COMPLAINANT'S SYMPTOMS BECAME PROGRESSIVELY
WORSE IN THE ENSUING DAYS DIZZINESS INCREASED, SHE
CONTINUED TO VOMIT EVERY DAY — AS OFTEN AS 15-30X
COMPLAINANT COULD NOT HOLD FOOD OR WATER HER
WEIGHT WENT FROM 112 LBS TO PRESENT 88 LBS ON 10/18
COMPLAINANT RETURNED TO URGENT CARE AND ALSO WENT
TO DENTIST PERSISTENT VOMITING HAD SEVERELY
DAMAGED HER TEETH AND GUM, MICRO-FISSURES APPEARED
ON SOME OF HER TEETH AND GUM LINE BLEEDING WAS
PRESENT COMPLAINANT NEVER HAD ANY DENTAL PROBLEMS
UNTIL EXPOSURE TO BB PRODUCTS DENTAL X-RAYS CAN
CORROBORATE TEETH CONDITION ON 10/19 COMPLAINANT
UNDERWENT 4 HRS OF

ORAL SURGERY TO REPAIR DAMAGE (CONTINUE REMARKS)
COMPLAINT/INJURY REMARKS (CONTINUED FROM COMPLAINT
DESC) ON 10/20 COMPLAINANT COULD NOT STOP VOMITING
AND WAS ADMITTED TO FEEEEEE] ANTI-.NAUSEA MED
ADMINISTERED BY THIS TIME COMPLAINANT FOUND
INFORMATION THAT POSSIBLE PRESENCE OF FORMALDEHYDE
IN BB PRODUCTS AND CONVEYED HER CONCERNS TO
ATTENDING PHYSICIANS. fiEiDID NOT CONDUCT ANY LABS
TESTS ON 10729, 11/1, 2, 4 AND 9, COMPLAINANT WENT TO HER|
PULMONOLOGIST (PRIMARY PHYSICIAN) AND EXPLAINED
PRE/POST USE OF BB PRODUCTS WHEN SYMPTOMS
APPEARED DURING EACH PHYSICIAN VISIT, BLOOD, URINE
TESTS WERE ADMINISTERED EACH SUCCESSIVE TEST
REVEALED HIGH WHITE BLOOD COUNT, HIGH CO2 PRESENCE,
ABNORMAL LIVER ENZYMES, HIGH FOLIC ACID, ELEVATED
LYMPH NODES, HIGH CORDISOL LEVEL (USUALLY ASSOCIATED
WITH STRESS) 11/10/10 - 0815 HRS F/U CALL TO
COMPLAINANT PULMONOLOGIST PERFORMED A PFT
(PULMONARY FUNCTION TEST) AND FAILED LAB TESTS WILL
BE PERFORMED THURSDAY COMPLAINANT HAS CHEST
TIGHTNESS, SEVERE RESPIRATORY

DISTRESS, RAPID HEART BEATING VOMITING IS NOT LESS
FREQUENT (APPROX 3X/DAY) COMPLAINANT ALSO
MENTIONED THAT DURING 8 DAY PERIOD, WHENEVER THE
HAIR IS WARM, | E , AFTER HOT RINSE, CHEMICAL ODOR VERY
STRONG




RA_Rep RA_Initia SO_FDA PRI_Reported
| Report Received Brand/Product

ort#

Date
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Pl_One Row Ingredients

PI_Ingredie PRI_Produc
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PRM_Firm

PRM_Firm SO_Report PRM_Firm
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Letter/Fax/Ph
one
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Type

From AE
Report

AEC_Event As Reported

THIS EFFECT CONTINUED UNTIL COOLED OFF IMPORTANT
NOTE STYLIST GAVE COMPLAINANT BOTTLES OF SHAMPOO,
CONDITIONER AND CONDITIONING MASK TO USE DURING 8
DAY PERIOD COMPLAINANT SAID NO USE DIRECTIONS WERE
GIVEN PRODUCTS WERE USED APPROX 2-3X DURING 8 DAY
PERIOD, EACH APPLICATION RESULTED IN SEVERE BURNS
AND BLISTERS AND HAIR LOSS COMPLAINANT HAS ALL THREE
PRODUCTS AVAILABLE FOR SAMPLING OTHER o:z.o?
PROVIDERS COMPLAINANT CONSULTED
URGENT CARE, HEREE IR
EEBEEAENE Dos mmM%mo: 10/18)
(DERMATOLOGIST)§EHE:
EPEEREESE DOS 558 Amx_mﬂ CONSULT AND WAS TOLD
FORMALDEHYDE POISONING NON-EXISTENT DR §EEEEEEDDS,
BRI E ADDRESS REQ'D) FACTS SYMPTOM LIST
(SYMPTOM/DURATION/DURATION UNITS/ONSET/ONSET
UNITS/REMARKS) DIZZINESS OR PROBLEMS WITH BALANCE /
NR

132038

11/12/10

11/12/10

BRAZILIAN
BLOWOUT/HAIR|
STRAIGHTENER]

UNKNOWN

Ingredient
From Label

NA

BRAZILIAN
BLOWOUT

Corporate
Headquarters

Letter/Fax/Ph
one

From AE
Report

THE COMPLAINANT IS A HAIRDRESSER WHO WORKS WITH
BRAZILIAN BLOWOUT HAIR STRAIGHTENER, WHICH SHE
REPORTS GIVES OFF FORMALDEHYDE FUMES WHEN HEATED
BY THE IRONING PART OF THE HAIR TREATMENT PROCESS
SHE REPORTED THAT HER EYES BURN, HER NOSE BURNS AND
SHE EXPERIENCED NOSEBLEEDS, THROAT SWELLINGS, AND
HEADACHES

132202

1117110

1117110

BRAZILIAN
BLOWOUT/HAIR
STRAIGHTENER]

UNKNOWN

KERATIN
COMPLEX/HAIR
STRAIGHTENER]

Ingredient
From Label

BRAZILIAN
BLOWOUT

KERATIN
COMPLEX

Manufacturer

MW 3500

From AE
Report

From Other
Sources

THE COMPLAINANT IS A HAIRDRESSER WHO REPORTS
ADVERSE SYMPTOMS RELATED TO BRAZILIAN BLOWOUT AND
KERATIN COMPLEX HAIR STRAIGHTENING PRODUCTS HAIR
TREATED WITH THE PRODUCTS IS HEATED WITH A FLAT IRON
TO 400 DEGREES, WHICH RESULTS IN RELEASE OF
FORMALDEHYDE VAPOR THE COMPLAINANT EXPERIENCED
HEADACHES, EYE IRRITATION, AND CONGESTED SINUSES
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RA_Rep RA_Initia SO_FDA PRI_Reported
| Report Received Brand/Product

ort#

\mﬁm

Date

11/10/10

Date

11/10/10

Name

BRAZILIAN
BLOWOUT

UNKNOWN

Pl_One Row Ingredients

Pl_Ingredie PRI_Produc PRM_Firm

nt Category

Ingredient
From Label

t Name

Comments

CADIVEU
PROFESSIONAL

PRM_Firm SO_Report PRM_Firm

Type

Manufacturer

Format

MW 3500A

Address
Type

From Other
Sources

AEC_Event As Reported

FDA, MY NAME IS HESESBSEFREREEEE | WAS EMPLOYED AT BEEREE
T|EEIEEEE A WORLDWIDE HAIR SALON, AND LEFT RECENTLY
AFTER BEING EXPOSED TO A CHEMICAL CONTAINED IN THE
BRAZILIAN BLOWOUT PRODUCT WHICH IS BEING LOOKED INTO)
FOR IT'S FORMALDEHYDE CONTENT 1AM STILL SYMPTOMATIC
WITH NAUSEA, STUFFINESS, FATIGUE, NASEL BLOCKAGE,
CHEST PAIN, DIFFICULTY BREATHING | WAS PERFORMONG
THE mx>N__._>z BLOW OUT PRODUCT IN THE fiSEsssmepany
IFOR ABOUT THE 5TH TIME ON A
o:mzq EXCLUDING THE 2 TIMES | RECEIVED IT, AND BECAME
VERY ILL, WHITE IN THE FACE AND FELT AS IF | WAS GOING TO|
PASS OUT DIRECTLY FOLLOWING THIS | HAD A COUGH,
BLOOD COMING FROM MY NASEL PASSAGE, CONGESTION AND
THE SYMPTOMS LISTED ABOVE | AM STILL SICK AND NOT
GETTING GOOD ENOUGH CARE THROUGH [EHEERERE R
\WORKMENS COMP | HAVE HAD TO SEEK MY OWN MEDICAL
DOCTOR FOR PROPER

CARE AND PAY OUT OF POCKET AND I'M STILL NOT WELL
PLEASE HELP [HEFRERIESNT | WANT TO REPORT THIS
INCIDENT AND GET ANY INFORMATION TO FOLLOW uP

RELEVANT ﬂmmqm HAVE HAD X-RAYS WITHIN THE FIRST FEW
WEEKS | HAVE BEEN SEEN BY AN EMERGENY ARE DOCTOR
SINCE 9/29/2010 3 TIMES AND FINALLY TO AN WORKMENS
COMP ENT ON THE 27TH WHOM WHICH DID NOT SCOPE ME
EVEN AFTER | COMPLAINED OF THESE SYMPTOMS AND SAID
HE HAD NO OBJECTIVE FINDINGS | HAVE GOTTEN A 2ND
OPINION THAT STATES OTHERWISE. | AM STILL AWAITING
APPROVAL FOR A CT SCAN OF MY NASEL PASSAGE WAY THAT
WAS SUPPOSED TO BE APPROVED OVER A WEEK AGO-THEY
HAVE 3 DAYS TO APPROVE-AND | HAVE STILL NOT BEEN ABLE
TO GET APPROVAL AFTER CALLING MY ADJUSTER, THE
ACTUAL INSURANCE COMPANY, AND THE PLACE WHERE THEY
PERFORM THE CT SCAN NO LUCK AND STILL ILL OTHER
RELEVANT HISTORY | AM STILL SICK WITH NASEL
CONGESTION AND BLOCKAGE, HEADACES, NAUSEA,
DIZZINESS, FATIGUE, STIFFINESS, DIFFICULTY BREATHING,
VIRTAGO | JUST FINISHED MY FOURTH ANTIBIOTIC AND I'M
STILL NOT WELL

132276

11/07/10

11/10110

BRAZILIAN
BLOWOUT

UNKNOWN

Ingredient
From Label

Distnbutor

MW 3500

From AE
Report

| RECENTLY HAD A BRAZILIAN BLOWOUT- WITH THE PRODUCT
OF THE SAME NAME- | DID HAVE NOTICIABLE EYE IRRITATION-
WHERE | FELT LIKE MY EYES WERE BURNING
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RA_Rep RA_Initia SO_FDA PRI_Reported

ort#

32278

I Report Received Brand/Product

Date

11/04/10

Date

1110110

Name

BRAZILIAN
BLOWOUT

PI_One Row Ingredients

UNKNOWN

PI_Ingredie PRI_Produc
nt Category

Ingredient
From Label

Com

NA

t

nts

PRM_Firm
Name

UNKNOWN

PRM_Firm SO_Report PRM_Firm
Address

Type

Manufacturer

Format

MW 3500

Type

From AE
Report

AEC_Event As Reported

USE OF BRAZILIAN BLOWOUT BRAND HAIR TREATMENT IN A
PROFESSIONAL SALON HAD THE FOLLOWING EFFFECTS -
SIGNIFICANT EYE IRRITATION - HEADACHE

132280

11/02/10

11/10/10

BRAZILIAN
BLOWOUT

UNKNOWN

Ingredient
From Label

NA

CADIVEU
PROFESSIONAL

Manufacturer

MW 3500

From Other
Sources

LOSS OF TASTE AND SMELL DURING THE WEEK SHE HAD A
BRAZILIAN BLOWOUT RELEVANT TESTS HAS HAD MRI, CT
SCAN AND BLOOD WORK SAW PRIMARY DOCTOR, ENT AND
SPECIALIST IN LOSS OF TASTE AND SMELL

11/03/10

11/10/10

BRAZILIAN
BLOWOUT/ACAI
ANTI-FRIZZ
CONDITIONER

BRAZILIAN
BLOWOUT/ACAI
ANTI-FRIZZ
SHAMPOO

UNKNOWN

Ingredient
From Label

NA

BRAZILIAN
BLOWOUT

Corporate
Headquarters

MW 3500

From AE
Report

| HAVE RECEIVED 3 BRAZILIAN BLOWOUTS SINCE FEBRUARY
OF 2010 RIGHT AFTER ONE | HAD ON THE DAY OF THE
SUPERBOWL IN FEBRUARY OF 2010 | WAS GETTING READY TO
GO TO THE i HEEEIEESEEIEREAR] FOR THE SUPERBOWL PARTY
OUT OF THE BLUE RIGHT BEFORE | WAS ABOUT TO GET ON
THE SHUTTLE | FAINTED AND MY FRIEND CAUGHT ME THANK
GOODNESS | WAS OUT FOR ABOUT 5 HOURS | CONSTANTLY
NOW HAVE HEADACHES AND MY RIGHT EYE DOES NOT STOP
WATERING | KNOW NOW THAT | FAINTED BECAUSE OF THE
BLOWOUT AND IT EXPLAINS WHY MY EYE WATERS | AM VERY
IANGRY AND UPSET BECAUSE OF THE AMOUNT OF MONEY |
SPENT AT THE SALON INFETHAT | WENT TO | AM
CURRENTLY IN THE AIR FORCE AND COULDN'T EXPLAIN TO
THEM WHY | HAD FAINTED AND | AM CURRENTLY BEING
TREATED BECAUSE | AM NAUSEQUS EVERY DAY AND THEY
DON'T KNOW WHY | ALWAYS USE THE SHAMPOO AND
CONDITIONER AND JUST STOPPED TODAY BECAUSE MY AUNT
CALLED ME AND TOLD ME ABOUT THE ADVERSE AFFECTS THE
BRAZILIAN BLOWOUT CAN CAUSE

/\ 132287

11/05/10

11/10/10

BRAZILIAN
KERATIN
TREATMENT

UNKNOWN

Ingredient
From Label

M&M
INTERNATIONA
L, INC

Page 16

Manufacturer

MW 3500

From Other
Sources

| RECEIVED THE BRAZILIAN KERATIN TREATMENT FEEESEEE
EFEFREETE AT A SALON IN EEZREEETERTE] DURING THE TIME OF
MY HAI

R TREATMENT, | EXPERIENCED EYE IRRITATION AND A
BAD SMELL THE STYLIST PERFORMING THE TREATMENT
RELAYED TO ME THAT SHE WAS GOING TO OPEN THE
WINDOWS BECAUSE OF THE STRONG ODOR AND THE LACK OF}
VENTILATION ONCE AWAY FROM THE SALON, MY EYES DID
NOT SEEM TO BOTHER ME, BUT MY HAIR TOOK ON A GREASY
LOOK/GREASY FILM THAT DID NOT GO AWAY UNTIL AFTER
TWO WEEKS OF WASHING | SEEM TO HAVE A LOT OF
DRYNESS WITH THIS TREATMENT RELEVANT TESTS
CONDUCTED TESTS OF ALL HAIR
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SMOOTHING TREATMENTS IN OCTOBER 2010 OTHER
RELEVANT HISTORY | DO HAVE SEASONAL ALLERGIES AND |
AM ALLERGIC TO MANY MEDICATIONS 1 DID HAVE A
SMOOTHING TREATMENT PRIOR TO THE ONE IN JUNE 2010 MY
FIRST SMOOTHING TREATMENT WAS PERFORMED ON
DECEMBER 5, 2009 N AFES EEEN SALON AND WAS THE
BRAZILIAN BLOWOUT | DO NOT RECALL HAVING ADVERSE
EFFECTS TO THE TREATMENT NOR DO { RECALL A BAD SMELL
THE TREATMENT SEEMED TO MAKE MY HAIR SMOOTHER AND
SHINIER

132289

11/05/10

11/10/10

BRAZILIAN
BLOWOUT -
NEW FORMULA.

UNKNOWN

Ingredient
From Label

BRAZILIAN
BLOWOUT

Manufacturer

MW 3500

From AE

| HAD THE BRAZILIAN BLOWOUT DONE TO MY HAIR ON JULY 1,
2010, AND THEN MY HAIR STARTED FALLING OUT AND
CONTINUES TO DO SO | HAVE BEEN TO MY DERMATOLOGIST
AND HE CONFIRMS THAT MY HAIR FOLLICLES HAVE BEEN
DAMAGED MY DERMATOLOGIST TOLD ME THAT | COULD
PROBABLY LOSE MY HAIR FOR UP TO A YEAR | HAVE FOUND
OTHER PEOPLE THAT ARE HAVING THE SAME PROBLEM IN A
BLOG ONLINE THIS HAS BEEN EMOTIONALLY DEVASTATING
FOR ME AND IT WILL TAKE YEARS FOR MY HAIR TO RETURN
TO ITS PRIOR STATE

132303

11/09/10

11/12110

BRAZILIAN
BLOWOUT

UNKNOWN, FORMALDEHYDE

Alleged
Problem
Ingredient not
on label

NA

BRAZILIAN
BLOWOUT

Page 17

Manufacturer

MW 3500

From AE
Report

WE WOULD LIKE TO REPORT OUR COMPLAINTS ABOUT THE
BRAZILIAN BLOWOUT PRODUCT WEVE BEEN MONORTING mmmi
b REPORTS AND FINDINGS ON THE PRODUCT AND
BECAUSE OF THE CONTROVERSARY, WE DID OUR OWN AIR
QUALITY TEST IN THE SALON WHILE DOING A SERVICE THE
LAB JUST REPORTED THAT THERE WAS THE HIGHEST LEVELS
OF FORMALDEHYE THEY'VE EVER SEEN IN A PRODUCT AND IT
IS POTENTIALLY AN EXTREMLY DANGEROUS PRODUCT IF NOT
USED PROPERLY IN NONE OF THE TRAINING OR WHEN
PURCHASING THE PRODUCT DID BB NOTIFY US THAT THERE IS{
FORMALDEHYE IN THE INGRED THE BOTTLE ACTUALLY SAYS
'FORM FREE" RIGHT ON THE BOTTLE AND THEY DID NOT
NOTIFY US THAT WE SHOULD HAVE EXTENSIVE VENTILATION
SYSTEMS IN PLACE TO DO THIS SERVICE WITHOUT
ENDANGERING THE STYLIST OR CLIENTS HEALTH BESIDES
OUR AIR QUALITY TEST, @ﬁmﬁmﬂ HAS VERIFIED THAT THE
PRODUCT HAS BETWEEN 6-10% FORM IN THE INGRED WE
HAVE ASKED THE COMPANY NUMEROUS TIMES FOR A INGRED
LIST WHICH THEY HAVE REFUSED TO PROVIDE US RELEVANT
TESTS Eiifiil




RA_Rep RA_Initia SO_FDA PRI_Reported Pl_One Row Ingredients Pl_Ingredie PRI_Produc PRM_Firm PRM_Firm SO_Report PRM_Firm AEC_Event As Reported

ort# |Report Received Brand/Product nt Category t Name Type Format Address
Date Date Name Comments Type

Ingredient
From Label

HHEEERT WEBSITE HAS EXTENSIVE DATA ON THEIR TESTS AND
RESULTS OF OVER 6% FORM THE LAB THAT DID OUR AIR
QUALITY TESTS PHONE # IS BESEFEREEREHT AND HAS AGREED TO
TALK WITH ANYONE NEEDING INFO ABOUT OUR TEST OTHER
RELEVANT HISTORY SO FAR OUR STYLISTS HAVE NOT
NOTICED ANY MAJOR MEDICAL CONDITIONS WE HAVE
EXPERIENCED SHORT TERM EYE IRRITATION, BREATHING
PROBLEMS, AND HEADACHES WHILE DOING THE SERVICE AND
UP TO 12HRS AFTER WE ARE UNSURE AND CONCERNED WITH
THE LONG TERM HEALTH EFFECTS

/

132391

11/10/10

1117110

BRAZILIAN
BLOWOUT

UNKNOWN

Ingredient
From Label

UNKNOWN

Corporate
Headquarters

MW 3500

From Other

Sources
-~

HAD BRAZILIAN BLOWOUT HAIR STRAIGHTENING DONE
DURING PROCESS EXPERIENCED BURNING EYES AND

Preferred

REQUESTED SALON TO OPEN THE DOOR FOR BETTER
VENTILATION ALSO EXPERIENCED A FUNNY TASTE
SENSATION ON MY TONGUE DURING THE PROCESS

V

132453

09/20/10

09/20/10

TIN COMPLEX

COPPOLA/KERA

UNKNOWN

Ingredient
From Label

ADVERSE
EVENT
DATE OCT
2009 TO
PRESENT

KERATIN
COMPLEX

Manufacturer

FACTS

From Other

Letter/Fax/Ph
one

Sources

LOG #JEiEE- HAIR LOSS ABOUT THE SIZE OF A SILVER
DOLLOR ON THE TEMPLE AREAS OF THE HEAD FROM THE USE
OF KERATIN COMPLEX HAIR Smﬁzmza BY COPPOLA FOR

TREATMENT ._CZmCCr< modo >zc mmOOZO 4mm>4§mz‘_‘
OCTOBER 2009 AND HAIR LOSS BEGAIN AFTER JANUARY 2010
COMPLAINANT HAS SEE VARIOUS DERMATOLOGIST FOR
SCAPLE INJECTIONS OF STEROIDS WITH SOME HAIR
GROWTH COMPLAINANT HAS SEEN ON THE INTERNET
SIMILAR HAIRLOSS BY USERS OF KERATIN HAIR TREATMENT
COMPLEX SOLUTIONS MANUFACTURED BY COPPOLA OR
OTHER COMPANIES THAT CONTAIN FORMALDEHYDE OR
FORMS HAIR KILLING CHEMICALS AT HIGH TEMPERATURES
SUCH AS WHEN A HAIR BLOWER OR HAIR CURLING IRON IS
USED COMPLAINANT DID NOT EXPLAIN THE TWO MONTH
SPAN BETWEEN OCT 2009 AND JAN 2010 WHEN HAIR LOSS
WAS BEING OBSERVED FACTS SYMPTOM LIST
(SYMPTOM/DURATION/DURATION UNITS/ONSET/ONSET
UNITS/REMARKS) HAIR BREAKAGE / NR / NR / SEE ABOVE / NR /
CONTINUES
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RA_Rep RA_Initia SO_FDA PRI_Reported
ort# |Report Received Brand/Product
Date Date Name

NATURAL
KERATIN

/
) 132586 |10/10/10 |11/19/10 SMOOTHING
TREATMENT

UNKNOWN

P1_One Row Ingredients

Pl_Ingredie PRI_Produc PRM_Firm PRM_Firm SO_Report PRM_Firm
nt Category t Name Type Format Address
Comments Type

AEC_Event As Reported

NATURAL KERATIN HAIR STRAIGHTENING TREATMENT HAS
METHYLENE GLYCOL WHEN BLOWDRYING HIGH HEAT
FLATIRON AT 450 DEGREES RELEASE FORMALDEHYDE FILMS
PROCESS TAKES HOURS LONG WAS NOT TOLD TO WEAR
MASK OR HAD A FAN FOR VENTILATION, NO GLOVES WHILE
BLOWDRYING CAUSE OF HEAT, NO HEAT GLOVE WHILE FLAT
IRONING HOSPITAL 2X, DIZZINESS, SEVERE HEADACHES,
DERMATITIS, SINUS PROBLEMS, THROAT NO VOICE, ON AND
OFF VOICE, LUNGS TREATED WITH INHALER, NASAL SPRAY,
PAIN MEDS, MORPHINE, TAGMETAL, ULTRAM, TESSELON
PEARLES, BREATHING TREATMENTS NO MASK, NO
VENTILATION) (MY BOSS OPEN THIS FOR - KEPT BOTTLE
LOCKED UP)

i PETER
COPOLLA
132733 11720010 [11/22/10 JKERATIN
STRAIGHTENIN
GTREATMENT

UNKNOWN

I HAVE HAD 5 COPOLLA KERATIN STRAIGHTENING
TREATMENTS OVER A 2 YEAR PERIOD THERE WAS
SIGNIFICANT HAIR LOSS WITH ROOT BALL ATTACHED FOR
ABOUT 2 MONTHS AFTER EACH TREATMENT THIS HAIR LOSS
INCREASED IN VOLUME WITH EACH ADDITIONAL TREATMENT
THE LAST TREATMENT DONE IN JULY 2010 CAUSED MASSIVE
HAIR LOSS DIAGNOSIS FROM PROMINENT DERMATOLOGIST
AT BESEEIWAS TELOGEN EFFLUVIUM ADVICE WAS TO STOP
KERATIN TREATMENTS AS IT APPEARED TO TRIGGER
ABNORMAL INCREASED HAIRS TO GO INTO PREMATURE
TELOGEN PART OF CYCLE THIS PRODUCT AS I'M SURE ALL
OTHER KERATIN PRODUCTS APPEAR TO CAUSE THIS
CONDITION AS MANY OTHER WOMEN HAVE EXPERIENCED
EXACT SAME CONDITION RELEVANT TESTS DR FEEREREHE]
PRSIV D FROM [EEEEE]WAS SEEN ON NOVEMBER 18, 2010
FOR EXAMINATION OF HAIR FOLLICLES AND SCALP

COPPOLA
DESIGNER HAIR]
CARE/KERATIN
COMPLEX

132848 [11/25/10 [11/28/10 UNKNOWN

Ingredient COPOMON From Other
9 NA ENTERPRISES |Manufacturer MW 3500
From Label Sources
LLe
Ingredient KERATIN Corporate From Other
From Label NA COMPLEX Headquarters MW3500 Sources
Ingredient KERATIN Corporate From Other
From Label A COMPLEX Headquarters MW.3500 Sources

Page 19

PRESENTING SITUATION APPLICATION OF KERATIN COMPLEX
HAIR SMOOTHING TREATMENT IN HAIR SALON NOTE THIS
PRODUCT IS SUSPECTED TO CONTAIN FORMALDEHYDE BUT
THAT INFORMATION S NOT REQUIRED TO BE DISCLOSED TO
RECIPIENT RESULTS SEVERE NECK RASHES, ITCHING,
WELTING, REDNESS, EVENTUALLY ALSO RASH APPEARED ON
SIDES OF FACE REDNESS AND SENSITIVITY PERSIST AT THIS
TIME -7 DAYS POST EVENT- UPON APPLICATION OF HAIR
PRODUCT | EXPERIENCED SEVERE EYE BURNING
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Date

Date
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REACTION, ALSO SLIGHT BLEEDING IN RIGHT NOSTRIL TWO
DAYS LATER | AM ALSO QUITE DISTURBED THAT ON-LINE
INFORMATION ON THIS PRODUCT IS OF A PROMOTIONAL AND
ADVERTISING NATURE—-ABSOLUTLEY NO INFORMED,
SCIENTIFIC COMMENTARY IS READILY AVAILABLE TO COUNSEY
PUBLIC THIS IS DANGEROUS AND | HOPE MORE INFORMATION
CAN BE MADE AVAILABLE TO THE PUBLIC AS THIS TREATMENT
IS BECOMING INCREASINGLY COMMON | DID NOT REQUEST
THIS TREATMENT THE PRACTITIONER ADDED IT BECAUSE HE
THOUGHT IT WOULD BE HELPFUL--MUCH TOO INFORMAL USE
OF ADANGEROUS CHEMICAL RELEVANT TESTS VISITED
DOCTOR ON 11/22/2010, SHE ASKED FOR EVIDENCE OF
SURFACE IRRITANTS RECALLING APPLICATION OF HAIR
PRODUCT ON PREVIOUS THURSDAY DIAGNOSED ACUTE
INFLAMMATORY REACTION UNABLE TO PRESCRIBE
HYDROCORTISONE FOR RELIEF AS | HAD TRIED THAT AND IT
EXACERBATED ALLERGIC REACTION

132870

11/02/10

11/02/10

BRAZILIAN
BLOWOUT/MHAIR
STRAIGHTENER]

UNKNOWN

Ingredient
From Label

PURCHASE
DATE
8/2010

Manufacturer

FACTS

Letter/Fax/Ph
one

From AE
Report

$H81 1S THE OWNER AND SOLE OPERATOR OF THE
ﬁﬂmﬁﬁw IN EREEEEEE SRR IR ERERY HE USES BRAZILIAN
BLOWOUT TREATMENT ON HIS CLIENTS BY REQUEST THE
TREATMENT INVOLVES APPLYING TO DAMP HAIR, BLOWING
DRY AND USING A FLAT IRON ON THE HAIR EACH TIME HE HAS
USED THIS PRODUCT ON A CLIENT, HE HIMSELF HAS
EXPERIENCED BURNING, STINGING EYES AND IMMEDIATELY
GETS A HEADACHE AFTER HE FINISHES THE TREATMENT
SOME, BUT NOT ALL, OF HIS CLIENTS EXPERIENCE THE SAME
SYMPTOMS HE HAS CONTACTED EER R B e e ey
FEIEIWHERE HE PURCHASED THE PRODUCT, BUT THEY
WERE NOT ABLE TO PROVIDE HIM WITH THE INGREDIENTS IN
THE PRODUCT HE BELIEVES THE PRODUCT CONTAINS
FORMALDEHYDE, BUT WAS TOLD THAT THE INGREDIENTS ARE
PROPRIETARY INFORMATION AND CANNOT BE RELEASED TO
THE CONSUMER | ADVISED HIM TO FILL OUT A MEDWATCH
FORM COMPLAINT/INJURY REMARKS BURNING, STINGING
EYES, HEADACHES FACTS SYMPTOM LIST
(SYMPTOM/DURATION/DURATION UNITS/ONSET/ONSET
UNITS/REMARKS) HEADACHE / NR / HOUR(S) / NR / IMMEDIATE /
NR
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RA_Rep RA_Initia SO_FDA PRI_Reported
| Report Received Brand/Product

ort#

.

Date

12/01/10

Date

12/02110

Name

PURE NV BKT

UNKNOWN

PI_One Row Ingredients

PI_Ingredie PRI_Produc PRM_Firm

nt Category

Ingredient
From Label

t Name

Comments

NA

UNKNOWN

PRM_Firm SO_Report PRM_Firm

Type

Corporate
Headquarters

Format

MW 3500

Address
Type

From Other
Sources

Preferred

AEC_Event As Reported

HAD THE BKT APPLIED TO MY HAIR 8/27/2010, DRASTICALLY
CHANGED COLOR OF HAIR IMMEDIATELY AND WITHIN A WEEK
HAD EXTREME HAIR LOSS WHICH HAS NOT STOPPED, IT HAS
INCREASED BY THE DAY TELOGEN EFFLUVIUM HAIR STILL
FALLING OUT 4 MONTHS LATER SICKENED OVER THIS AND
WOULD LOVE SOME COMPENSATION FOR THE EXTR180 PAIN
AND SUFFERING, AND WHO KNOWS WHAT ELSE TO COME!!!
RELEVANT TESTS ALL BLOOD WORK NORMAL 10/20/10 QUEST
DIAGNOSTICS OTHER RELEVANT HISTORY SMOKER,
OTHERWISE EXCELLENT HEALTH

133107

12/01/10

12/02/10

BRAZILIAN
BLOWOUT ACAI
STRAIGHTENER]

UNKNOWN

Ingredient
From Label

NA

BRAZILIAN
BLOWOUT

Manufacturer

MW 3500

From AE
Report

| HAD A BRAZILLIAN BLOWOUT AFTER READING THE
COMPANY'S LITERATURE THAT IT WAS FORMALDEHYDE FREE
WHILE MY STYLIST WAS APPLYING THE SOLUTION TO MY HAIR
MY EYES STARTED TO BURN, STING AND TEAR EXCESSIVELY
MY EYES REMAINED RED FOR THE REMAINDER OF THE DAY
AND | ALSO WAS HAVING PERSISTENT COUGHING FITS

33134

10/15/10

10/15/10

BRAZILIAN
BLOWOUT/SHA
MPOO &
CONDITIONER

UNKNOWN

Ingredient
From Label

Corporate
Headquarters

FACTS

Letter/Fax/Ph
one

From AE
Report

Manufacturer

FACTS

Letter/Fax/Ph
one

From AE
Report

COMPLAINANT EXPERIENCED SCALP BURN, RESPIRATORY
DISTRESS AFTER HAIRDRESSER USED BRAZILIAN BLOWOUT
HER SINUSES, EAR CANAL PAINFUL TWO OTHER CUSTOMERS
AT THE SALON WERE ALSO AFFECTED BY STRONG FUMES
HER FRIEND, {ESFEESEEEEEE| STYLIST (SEE CC #117544) USED
BB ON HER FACTS SYMPTOM LIST
(SYMPTOM/DURATION/DURATION UNITS/ONSET/ONSET
UNITS/REMARKS) BURNING / 3/ DAY(S) / NR / IMMEDIATE

/ NR DIFFICULTY BREATHING / 3/ DAY(S) / NR / IMMEDIATE /
NR

Page 21

From Other
Sources

| WOULD LIKE FOR THE FDA TO INVESTIGATE FOR UNSAFE
LEVELS OF CARCINOGENIC CHEMICALS IN FIBRAZILLIAN
BLOWOUTFL DURING AND AFTER APPLICATION I'M
PARTICULARLY CONCERNED WITH ANY CHEMICAL | COULD
CONTINUE TO BE EXPOSED TO IN MY HAIR AFTER THE
TREATMENT | CURRENTLY HAVE A PAINFUL SORE THROAT
SOME PORTIONS OF MY HAIR WAS APPLIED WITH THE
TREATMENT, WHICH TOUCHED MY BARE SKIN -FACE, NECK,
AND EARS- | HAD "BRAZILIAN BLOWOUT" TREATMENT
PERFORMED




RA_Rep RA_initia SO_FDA PRI_Reported PI_One Row Ingredients Pl_Ingredie PRI_Produc PRM_Firm PRM_Firm SO_Report PRM_Firm AEC_Event As Reported

ort# |Report Received Brand/Product nt Category t Name Type Format Address
Date Date Name Comments Type

ON MY HAIR TO HAVE LESS FRIZZY HAIR THIS WAS MY FIRST
TIME | AM OF ASIAN DESCENT AND HAVE THICK, FRIZZY HAIR
THE 2-HOUR PROCEDURE BEGAN AND TERMINATED IN THIS
SEQUENCE - HAIR WAS THOROUGHL WASHED AND TOWEL-
DRIED -"BRAZILLIAN BLOWOUT", A CREAM-COLORED
SOLUTION IN A SMALL GLASS VIAL WAS EMPTIED IN A PLASTIC
BOWL AND APPLIED TO PORTIONS OF MY HAIR WITH A BRUSH
AND A COMB, BY A PROFESSIONAL HAIR STYLIST - HAIR
STYLIST WORE A SURGICAL FACE MASK AND BLACK
INDUSTRIAL GLOVES AND APRON -WITHIN 10 MINUTES OF
APPLICATION, MY EYES STUNG SO SEVERELY THAT | WAS
TEARING UP -WITHIN 10 MINUTES OF APPLICATION, | FELT A
VERY PAINFUL BURNING SENSATION IN MY NOSTRILS -THE

/ Alleged SMELL OF THE PRODUCT IS CHEMICALLY PUNGENT AND
N
83146 |12n6ii0 [12007110 BRAZILIA FORMALDEHYDE Problem By UNKNOWN  |Manufacturer |Mw 3500 SWEETLY FRAGRANT -THE NEXT STEP WAS TO BLOW DRY
BLOWOUT Ingredient not THE HAIR CE THIS TOOK 20 MINUTES THE EYES CONTINUED
on label

TO TEAR UP -THE NEXT STEP WAS

Preferred

TO USE A FLAT IRON ON THE HAIR CE THIS TOOK 15 MINUTES
THE EYES CONTINUED TO TEAR UP -THE FINAL STEP WAS TO
WASH THE HAIR AND APPLY A CONDITIONING TREATMENT
THIS TOOK 5 MINUTES THERE WAS NO MORE TEARING UP -
MY HAIR WAS BLOW DRIED A FINAL TIME, AND STRAIGHTENED
AFTER THE PROCEDURE, | EXPERIENCED THE FOLLOWING -
THAT SAME EVENING | HAD A SLIGHT SORE THROAT -THE
NEXT MORNING, | HAD A VERY SORE THROAT AND RED EYES
THE HAIR STILL HAS THE LINGERING SCENT OF THE
APPLICATION FDA, PLEASE HELP TO DETERMINE WHETHER
THERE ARE UNSAFE LEVELS OF CHEMICALS AND REGULATE
FIBRAZILLIAN BLOWOUTFL RELEVANT TESTS PLEASE amB.
VIALS USED ATEEE B AT i
BELIEVE THE LABELING INDICATES THAT IT IS
"FORMALDEHYDE FREEE AND ALL NATURAL DUE TO MY
SYMPTOMS AND THOSE THAT MY HAIR PROFESSIONAL
mir_mq CLAIMED, | REFUTE THIS CONTACT [iEEEFRTEEREEET
R R SRR ESEEER R O THER RELEVANT HISTORY
NO PREEXISTING MEDICAL CONDITIONS | AM OF ASIAN
DECENT
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| STARTED USING A KERATIN BASED SHAMPOO CALLED
SIMPLY SMOOTH IN MAY OF 2010 IN MID JULY I NOTICED !
BEGAN SHEDDING HAIR AT AN ALARMING RATE | WAS
SHAMPOOING WITH THE SHAMPOO ABOUT 4 TIMES PER WEEK
| AM CAUCASION WITH WAVY DARK HAIR | WAS USING THIS
PRODUCT TO HELP WIT SMOOTHNESS AFTER A BLOW DRY |
WOULD SHED UP TO 10 PIECES OF HAIR IN ONE SINGLE

/ SIMPLY LOCATION AFTER RUNNING MY FINGERS THROUGH MY HAIR
mudwm

From Other
Sources

SMOOTHIKERA Ingredient WHEN | WOULD SHAMPOO, | COUNTED UP TO 100 STRANDS
1207110 1208010, Loy pagpg [UNKNOWN From Label |A UNKNOWN  |Manufacturer IMW 3500 AFTER ONE SHAMPOO, AND THEN MANY MORE DURING
SHAMPOO STYLING | WAS FEARFUL OF LOSING ALL OF MY HAIR |

\\ STOPPED USING THE PRODUCT IN LATE SEPTEMBER WHEN |
REALIZED THERE COULD BE AN ASSOCIATION | ABOUT A
MONTH AFTER | STOPPED MY HAIR WAS NOT FALLING OUT
ANYMORE | HAVE LOST A SIGNIFICANT AMOUNT OF HAIR DUE
Preferred  |TO USE OF THIS PRODUCT | HOPE THESE KERATIN PRODUCTS]
ARE RE-EVALUATED FOR QUALITY AND POSSIBLY TAKEN OFF
THE MARKET FOR USE

THE VICTIM IS A PROFESSIONAL HAIR STYLIST WHO WAS
INJURED BY HER EXPOSURE TO WHAT ARE COMMONLY
From Other |REFERRED TO AS THE "BRAZILIAN BLOWOUT" HAIR-
iy STRAIGHTENING PRODUCTS, WHICH WE BELIEVE CONTAIN
UNACCEPTABLE LEVELS OF FORMALDEHYDE, WHICH HAVE
CAUSED HER TO SUFFER SHORTNESS OF BREATH, FACIAL

BRAZILIAN w_mmma SWELLING, IRRITATION TO HER EYES, NOSE AND THROAT,
.,\ 133374 {12710010 |12113110 |BLOWOUT FORMALDEHYDE A . UNKNOWN Manufacturer [MW 3500 THROAT DAMAGE, NASAL DISCHARGE, SPUTUM, SINUS
TREATMENT predisacng DRAINAGE, COUGHING, INHALATION PNEUMONITIS,

orvlabel BRONCHITIS, HOARSENESS, MEMORY PROBLEMS, AND

FATIGUE OTHER RELEVANT HISTORY RELEVANT HISTORY IS
THE VICTIM'S EXPOSURE TO HAIR-STRAIGHTENING PRODUCTS
IN HER WORK AS A PROFESSIONAL HAIR STYLIST SHE HAS NO
OTHER PERTINENT OR CONTRIBUTING HISTORY OR
CONDITIONS

Preferred

| WENT TO A HAIR SALON TO GET EXTENSIONS AFTER A
STYLIST HAD TAKEN THINNING SHEARS DRASTICALLY TO MY
HAIR THE STYLIST SAID HE WAS GOING TO PUT A
CONDITIONING TREATMENT ON MY HAIR CALLED KERATIN |
DID NOT KNOW ABOUT THIS TREATMENT OR | WOULD NOT
HAVE PUT THIS ON MY HEAD AS IT HAS HARSH CHEMICALS
INCLUDING FORMALDEHYDE IT WAS SEALED IN WITH A HOT
IRON WHICH DID BURN MY HAIR CAUSING FURTHER
PROBLEMS THE TREATMENT WAS VERY HEAVY ON MY HAIR
CAUSING
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MY BANGS TO FLATTEN TO MY HEAD AND ABOUT 3 WEEKS
LATER MY HAIR STARTED BECOMING VERY BRITTLE AND
STARTED BREAKING EXTENSIVELY THE HAIR IN EXTENSIONS
WAS PROTECTED AT THE TIME BUT | WAS LOOSING THE
EXTENSIONS DUE TO MY BRITTLE HAIR WHEN | HAD THEM
TAKEN OUT THE TOP BACK HALF OF MY HAIR WAS THICK
BECAUSE IT HAD FINALLY GROWN FROM THE THINNING
SHEARS BUT LAY FLAT TO MY HEAD ALMOST IMMEDIATELY
THE TOP PART OF MY HAIR BEGAN BREAKING OFF AND
FALLING OUT FROM THE ROOT | SAW DERMATOLOGIST AND
HE SAID IT WAS THICK AT THE ROOT STILL AND SEEMED AT
THAT TIME WAS NOT ANYTHING MEDICAL JUST EXTENSIVE
BREAKAGE MY SCALP HAD BEEN ITCHING FROM THE DAY |
GOT THE TREATMENT AND HAD BECOME VERY DRY | TRIED
ALL SORTS OF DIFFERENT SHAMPOOS, CONDITIONERS ETC
BUT MY HAIR CONTINUED TO BREAK AND FALL OUT | WENT
BACK TO THE DERMATOLOGIST AND BY THIS

/ KERATIN Ingredient KERATIN From Other
Yaaesa |12113110 121410 UNKNOWN MW 3500
/ EXPRESS From Label |\ EXPRESS Maafactirer 3 Sources

TIME MY THICK UPPER HAIR HAD A HUGE BALD SPOT AND |
WAS GIVEN STEROID INJECTIONS IT IS DECEMBER NOW AND |
HAD TO GO BUY SOME WIGS BECAUSE | DO NOT HAVE MUCH
HAIR LEFT MY LAST VISIT TO THE DERMATOLOGIST WAS
DISAPPOINTING BECAUSE HE HAD TO TAKE A BIOPSY
BECAUSE THE NEW GROWTH IS SPARSE THIN AND GRAY SO
MANY SITES AND SO MANY OTHER WOMEN ARE GOING
THROUGH THIS HORRIBLE TRAUMA AND THEIR HAIR IS
ICOMING IN THIS AND SPARSE TO MEANING THESE CHEMICALS
IARE PENETRATING OUR SCALP AND AFFECTING FURTHER
GROWTH THIS IS OUTLAWED IN OTHER COUNTRIES BECAUSE
OF THE CHEMICALS IN THESE FORMULAS AND | CAN NOT
BELIEVE IT IS NOT BANNED HERE'! | WOULD HAVE THICK HAIR
STILL IF NOT FOR THIS PRODUCT AND PRAY | DO NOT GET
SICK IN THE FUTURE FROM THESE CHEMICALS AS | HAD A
SCARE WHEN MY ANTI NUCLEAR BLOOD WORK CAME BACK
POSITIVE FOR POSSIBLE SCLERDOMA WHICH AFFECTS THE
SKIN OF TEN RESULTING FROM THE BODY COMBATING A
STRANGE CHEMICAL INTRODUCED TO THEIR BODY PLEASE
LISTEN TO THE

HUNDREDS OF WOMEN WHO ARE LOSING SOMETHING
PRECIOUS TO THEM AND HELP BAN THIS PRODUCT! MY
KERATIN WAS MADE BY KERATIN EXPRESS RELEVANT TESTS
BIOPSY OF SCALP ON 12/11/2010, RESULTS NOT BACK
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RA_Rep RA_I

ont#

133841

SO_FDA PRI_Reported
| Report Received Brand/Product
Date Date Name

KERAGREEN
12/09/10 |12/10/10 JORGANIC
KERATIN

UNKNOWN

PI_One Row Ingredients

Pl_Ingredie PRI_Produc PRM_Firm  PRM_Firm SO_Report PRM_Firm
nt Category t Nam Type Format Address

Comments Type

Ingredient
From Label

LORD BEAUTY
NA DESIGNS, INC Manufacturer MW 3500

From Other
Sources

AEC_Event As Reported

VICTIM IS A PROFESSIONAL HAIR STYLIST WHO WAS INJURED
BY HER EXPOSURE TO WHAT ARE COMMONLY REFERRED TO
AS THE 'BRAZILIAN BLOWOUT" HAIR-STRAIGHTENING
PRODUCTS, WHICH WE BELIEVE CONTAIN UNACCEPTABLE
LEVELS OF FORMALDEHYDE, WHICH HAVE CAUSED HER TO
SUFFER SHORTNESS OF BREATH, FACIAL SWELLING,
IRRITATION TO HER EYES, NOSE AND THROAT, THROAT
DAMAGE, NASAL DISCHARGE, SPUTUM, SINUS DRAINAGE,
COUGHING, INHALATION PNEUMONITIE, BRONCHITIS,
HOARSENESS, MEMORY PROBLEMS, AND FATIGTUE OTHER
RELEVANT HISTORY RELEVANT HISTORY IS VICTIM'S
EXPOSURE TO HAIR-STRAIGHTENING PRODUCTS IN HER
WORK AS A PROFESSIONAL HAIR STYLIST SHE HAS NO
PERTINENT OR CONTRIBUTING PREEXISTING MEDICAL
CONDITIONS

133968

BRAZILIAN
BLOWOUT/PRO
FESSIONAL
PRODUCTS

12/24110 12721110 UNKNOWN

FACTS

Ingredient
From Label

Corporate From AE
Headquarters Report

Letter/Fax/Ph
one

ON 11/24/2010, MSEESSHEEE CALLED IN TO COMPLAIN ABOUT
THE SIDE EFFECTS SHE WAS FEELING FROM THE USE OF
BRAZILIAN BLOWOUT IN THE BEAUTY SALON WHERE SHE
WORKED IN JEEEFEEEE MS ESSZEEN SAID SHE HAD USED THE
PRODUCT PREVIOUSLY AND EXPERIENCED HEADACHES,
BURNING THROAT AND LUNGS, AND NAUSEA SHE
COMPLAINED TO THE SALON MANAGER, WHO TOLD HER TO
JUST TURN ON THE FAN SHE SAID SHE SINCE HER REACTION
TO THE PRODUCT, SHE HAS REFRAINED FROM USING IT,
HOWEVER, HER CO-WORKERS USE THE PRODUCT ON A VERY
REGULAR BASIS, CAUSING HER TO EXPERIENCE THE SAME
REACTIONS OVER AND OVER SHE SAID THE PRODUCT CALLS
FOR USE IN A VENTILATED AREA, BUT THAT THE SALON ONLY
HAS ONE FAN THAT DOES NOT PROPERLY VENT THE FUMES
SHE SAID THAT THE PRODUCT ALSO CALLS FOR USING IT
ONLY ONCE WITHIN AN EIGHT-HOUR PERIOD, BUT THAT SHE
HAS WITNESSED CO-WORKERS USING IT AT LEAST THREE
TIMES WITHIN THAT EIGHT-HOUR PERIOD SHE HAS
COMPLAINED TO THE MANAGER SEVERAL TIMES, BUT TO NO
AVAIL SHE IS CONCERNED THAT THIS PRODUCT CAUSES
MORE HARM THAN GOOD,

BECAUSE OF ALL THE SIDE EFFECTS IT CAUSES DURING USE,
AND SHE WOULD LIKE TO SEE THIS INVESTIGATED SHE SAID
SHE BOUGHT THE PRODUCT ON-LINE AT

S RS R SR ERTIER MESEER U T SHE COULDN®T
PROVIDE A LOT NUMBER OR UPC FOR THE ITEM FACTS
SYMPTOM LIST (SYMPTOM/DURATION/DURATION
UNITS/ONSET/ONSET UNITS/REMARKS) HEADACHE / NR / NR /
NR /NR / NR, NAUSEA /NR / NR/NR /NR / NR, BURNING
SENSATION / NR/NR/NR/NR/NR, DIFFICULTY BREATHING /
NR/NR/NR/NR/NR
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RA_Rep RA_Initia SO_FDA PRI_Reported Pi_One Row i Pl_Ingredie PRI_Produc PRM_Firm RM_Firm SO_Report PRM_Firm AEC_Event As Reported i
ort# |Report Received Brand/Product nt Category t Name Type Format Address
Date Date Name Comments Type .

MY NAME IS fi ay%mmm%mﬁﬁ% TS ; |
_ﬁﬂ%m B PHON [ON AUGUST

29, 2010, 1 VISITED MY HAIR SALON >ZD HAD A "BRAZILLIAN
BLOWOUT" HAIR TREATMENT. | WASN'T FEELING WELL BUT

IRRITATION SYMPTOMS, HEAD COLD OR SO | THOUGHT THAN |
BEGAN COUGHING AND WHEEZING WITH CHEAT PAIN. | GOT :
WORSE IN THE DAYS THAT FOLLOWED AND WENT TO THE

i eomnne N EREEEERSEE ON 9/8 AND WAS
HOSPITALIZED WITH PNEUMONIA. | WAS OUT RECUPERATING
FOR THE NEXT SEVERAL WEEKS & UNDER MEDICAL CARE OF
MY PRIVATE PHYSICIAN BACK IN B | STILL HAD CHEST PAIN,
WHEEZING, ETC AND ANOTHER MEDICAL CHECK UP REVEALED
| HAD FLUID AT THE TOP OF MY HEART MY PHYSICIAN TOLD L
ME THIS CAN BE A RESULT OF PNEUMONIA REST, ANTIBIOTIC
SRATIEIAN AND INHALERS HELPED AND WAS BACK ON MY FEET. | WAS IN ¢
ALOWOUT |EEEEREERIEARLY DECEMBER FOR ‘
TREATMENT + .
134420 o101 Jo111111 |sHAMPOO, UNKNOWN Maaa__.mm_m. NA mmm,ﬂwwﬂ Manufacturer [MW 3500 maa AE

CONDITIONER, omiLa eport
SERUM AND
MASQUE

s v mmarme

PR

s

BUSINEAS AND BECAME ILL -GI UPSET, NAUSEA, VOMITING
FROM 9AM THRU THE NEXT MORNING AT 5AM. | FLEW BACK
HOME, RESTED AND AM BETTER. ON DEC 14, 2010 SOMEONE
COMPLIMENTED ME ON MY HAIR AND | TOLD HIM OF THE
BRAZILLIAN HAIR TREATMENT. HE THEN TOLD ME OF THE
DANGERS AND HOW FORMALDEHYDE HAS BEEN FOUND IN
EXCESS OF PERMISSIBLE LIMITS. EEEFEEEREE AND [REESE IR
HAS NOW BANNED THE PRODUCT AND | BELIEVE THERE IS
LEGAL ACTION IN MOTION. PART OF THE HAIR PROCESS IS TO
ALSO USE THE SHAMPOO, CONDITIONER, SERUM AND NIGHT
MASQUE SEVERAL NIGHTS A WEEK. | DID SOME RESEARCH
TONIGHT AND HAPPENED UPON YOUR WEBSITE | WOULD LIKE
TO KNOW DO YOU HAVE ANY INFORMATION ON THIS
PRODUCT, DO YOU OR CAN YOU TEST THE PRODUCT TO SEE
|IF FORMALDEHYDE ALSO EXISTS IN THE PRODUCTS | USE AT
HOME? THANK YOU FOR ANY INSIGHT OR INFORMATION YOU
MAY OFFER. THANKS

B e o

REPORTS 131017 AND 134558 ARE RELATED REPORT 131017
IS FOR IEHEAEESEREEEE] REPORT 134558 IS FOR COWORKER.
THE BRAZILIIAN BLOW OUT HAS MADE IT HARD FOR TO
BRAZILIAN Ingredient BRAZIUAN  |Corporate FromAE  |BREATHE WHILE BLOW DRYING, MY EYES AND MY CLIENTS
134556 101310 HOASD" Tpy owour UNKNOWN From Label A BLOWOUT Headquarters |MW 3% |report E£YES WATERED AND BURNED MY CO-WORKER BROKE OUT IN

HIVES AFTER APPLYING.RELEVANT TESTS / LABORATORY
DATA. INCLUDING DATES REMARKS. {ifHi{HAS REVIEWED
THAT IT HAS CONTAINED 10% FORMALDEHYDE.

z
e N Rk B e MRt = ) i, WA b e M 3

Page 26

Yo e e




United States Food and Drug Administration
Consumer Complaint / Injury Report

This is an accurate reproduction of the original electronic record as of 10/14/2010

[compLaINT | # 117127

Complaint Receiving Accomplishing How Complaint Complaint Complaint

Date Organization District Received Source Received By Status

10/08/2010 DEN-DO LOS-DO Telephone Consumer Chastagner,Steph  Pending at Branch
anie C

Complainant Identification

Name Address

Phone (W) Phone (H) Source POC Name Source Phone
LTV

Complaint/Injury

Complaint Description Adverse Event Adverse Event

Result Date
On October 8, 2010 @M had her hair straitened using the Non-Life 10/07/10
Brazilian Blowout procedure/product. @l and her hair Threatening

dresser @i both had a sever reaction to the product. Both had _Injury/Illness
burning eyes, burning nose, sore/raw throat and acute headache.
This is the first exposure either of them has had to the Brazilian
Blowout product. Neither woman had any known allergies. The
product claims that it contains NO formaldehyde. The label has
no lot numbers, no best by date, no ingredient list and no country
of origin information. The MSDS for this product dose not list
ANY chemical agents however Brazilian Blowout confirms by
phone and on there website that the product contains Methylene
Glycol. Methanediol, also known as formaldehyde monohydrate
or methylene glycol, is a chemical compound with chemical
formula CH402, or H2C(OH)2. 1t is the simplest geminal diol,
and formally the second simplest carbohydrate new to
Formaldehyde. Brazilian Blowout has posted that OSHA's
testing methods prove faulty. Please see:
http://www.brazilianblowout.com/pdf/october08.pdf

Health Canada has issued The following warning "Health Canada
is warning Canadians that Brazilian Blowout Solution
manufactured by Brazilian Blowout of California has been found
to contain unacceptable levels of formaldehyde." And "Testing
conducted by Health Canada found that the Brazilian Blowout
Solution contains 12% formaldehyde. Formaldehyde is permitted
in cosmetics at less than 0.2% when used as a preservative.
Formaldehyde is a known irritant, sensitizer, and is linked to
cancer in humans when inhaled chronically over a long period of
time. Health Canada believes that the reactions are being caused
by formaldehyde becoming acrosolized during the blow drying
and flat ironing stages of the treatment. Any procedure
containing formaldehyde above the allowable limits places clients
and stylists at increased risk."

Date: 10/14/2010 Page:1 of 5

Injury / Illness

Severe
Respiratory
Distress
Syndrome/Bronc
ho-constriction
or bronchospasm




[Complaint # 117127

Notify Notification Attended Required Emergency Room/  Reported Need addnl.
DEIO/EMOPS?  Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact?
Yes 10/14/2010 No No No Unknown
Remarks

The entire letter can be seen at http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/_2010/2010_167-eng.php Ms. Tonni
Ratcliff the Manager for Brazilian Blowout stated that the "Federal" FDA had cleared there product as safe. On review of
Brazilian Blowout in FACTS it appears that FDA has not contacted Brazilian Blowout the Manufacturer/United States
distributor of this product. This product is manufactured in Brazil.

Complaint Symptoms

Sympton System Affected Onset Time  Duration Remarks
Burning SKIN Immediate Hours
Choking RESPIRATORY Immediate Hours

Health Care Professional
Provider Name Address Phone Occupation

Hospital Information

Hospital Name Address Phone Dates of Stay
Emergency Room/Qutpatient Visit
Hospital Name Address Phone ER Date
Product and Labeling
Brand Name Product Name Product Code Product Description PAC UPC Code
Brazilian Brazilian Blowout 53YD-99 Other Cosmetic and Cosmetic 29R801 None
Blowout Products, N.E.C.;Liquid, Lotion
Qty / Unit / Package Lot/ Exp/Use Purchase Product Amount
Serial # by Date Date Used Consumed/Used
Yes 1 use
Date Date Amount Imported Country of Label
Used Discontinued Remained Product? Origin Remarks
10/07/10 10/07/10 Yes Brazil Contains no Formaldehyde.
Not tested on Animal
Retail Problem Ingredient Group
Name Address

Date: 10/14/2010 Page:2 of 5




Manufacturer/Distributor

[Complaint # 117127

FEI Name & Address Home District  Firm Type

3008415878  Brazilian Blowout 6867 Farmdale Ave North Hollywood LOS-DO Corporate
California United States 91605-6209 Headquarters

3008415884  Brazilian Blowout 6867 Farmdale Ave N Hollywoodn Hollywood LOS-DO Importer
California United States 91605

3008575862  Brazilian Blowout 10615 W Vanowen St Burbank California LOS-DO Distributor
United States 91505-1136

Initial Evaluation/Initial Disposition

Problem Keyword Problem Keyword Details

Reaction burning eyes, burning nose, sore/raw throat and acute headache

Initial Evaluation Initial Disposition Disposition Made By Disposition Date

FDA Action Indicated Referred to Other FDA District Chastagner,Stephanie C 10/14/2010

Initial Disposition Remarks

Referrals

Org Name HHS Mail Code
OEO HFC-160
LOS-IB-CCC HFR-PA250T

There are no Adverse Event details for this Complaint.

Date: 10/14/2010 Page:3 of 5




Complaint # 117127

COSMETICS L Product Name

Brazilian Blowout

Product Code 53YD-99

Birth Date Age

Body Application Site
Hair

Were Other Products
Used on same Site?

N/A

Directions

Wash Hait/ Put solution
on hair/ Blowout hair
with hair dryer/ Blow dry
hair/ Wash hair/ Style

Warning Statements
on Label?

No

Any Preexisting Conditions?

No

Medical Diagnosis

Remarks

Gender
Female

Reaction Site
Other, identify in
Remarks

Other Products
Used

Were Directions
Followed?

Yes

Warning
Statements

Total Duration Time
Hours

Application Place
Salon/SPA

Last Time
Product Used

Reason for Use
Hair Preparations (Non-
Coloring)

Was Product Used in Product Used
'Off Label' Manner? 'Off Label' Manner
Description

No
How Long How Frequent
Product Used? Product Used?
First Use Other
Treatment? Current Status
Self -medicated Improved

Medical Treatment

Burning eyes, burning nose, sore/raw throat and acute headache

Date: 10/14/2010

Page: 4 of 5




United States Food and Drug Administration
Consumer Complaint / Injury Report

This is an accurate reproduction of the original electronic record as of 10/20/2010

COMPLAINT # 117159

Complaint Receiving Accomplishing How Complaint Complaint Complaint
Date Organization District Received Source Received By Status
10/18/2010 CIN-DO FLA-DO Telephone Consumer Paulin,Nicholas L Pending at Branch
Complainant Identification
Name Address
Phone (W) Phone (H) Source POC Name Source Phone
B _ECC
Complaint/Injury
Complaint Description Adverse Event Adverse Event Injury / Illness

Result’ Date

@ <t2tcd that she is a hair stylist at (G EENNEND Non-Life

. She's around other hair stylist that applies ~ Threatening
this product (Coppola Keratin Complex Smoothing Therapy) to  Injury/Illness
customers scalps 2-3 times daily. She claims that this product is
being used by all of the other hair stylists at the salon. She
mentioned that this product started to be used in their salon in
May 2010. She states that this product when applied to customers
hair by other hair stylist in the salon she becomes nauseous,
dizzy, gets a sore throat, has a racing heart, double vision, eyes
burn, gets a tightness in her chest, headache, fever and has a lack
of oxygen to the brain.

She mentioned that when she is in the same area as other hair
stylist applying this product to a customer's hair, the fumes are
intense. The hair stylist will heat up the flat iron to
approximately 450 degrees while this product is on the scalp. She
claims that this heat and the product combine to releases a gas
into the air which causes her numerous side effects. She stated
that her salon that she works in is approximately 4000 sq. ft. and
gets smoky when this product is applied to customers hair by the
entire hair salon staff on a daily basis.

She went to her doctor on 6/23/10 and he stated that according to
her symptoms she is being over exposed to fumes and that there
isn't anything he could do for her. The doctor stated that she
should be wearing a gas mask around a product causing this much
side effects. (EMMDstated that it took around 2 weeks to
get through all the symptoms after first being exposed to these
fumes from the product.

The owner of the salon does not require employees to use the
product. Only the hair stylist that wants to use the product has
that choice. The price for one hair treatment ranges from
approximately $300 - 400 per scalp.

Other co-workers that apply the product to customers hair are
also having side-effects such as anxiety and inflamed hands.

Date: 10/20/2010 Page:1 of 5



[Complaint # 117159

Notify Notification Attended Required Emergency Room/  Reported Need addnl.
DEIO/EMOPS?  Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact?
Yes 10/18/2010 Yes No No Not Report No

' to Other
Source
Remarks

Note: Please keep patient confidential. She mentioned that she does not want her boss/salon to find out that she contacted
FDA regarding this issue.

@D st:tcd that she has never applied this hair product to anybody's scalp. She chooses not to use this product.

This complaint is to be forwarded up to CFSAN.

Complaint Symptoms

Sympton System Affected Onset Time  Duration Remarks
Dizziness or problems with NERVOUS Immediate 1 Weeks

balance

Headache CARDIOVASCULAR 1 Hours 2 Days

Change in vision NERVOUS 1/2 Hours 2 Weeks Double vision
Dizziness or problems with NERVOUS Immediate 1 Days

balance

Sore throat RESPIRATORY 2 Hours 1 Months .

NEC - Identify in Remarks NEC 1 Days 2 Days Fever

NEC - Identify in Remarks NEC Immediate 1 Weeks Tightness of Chest
Nausea GASTROINTESTINAL Immediate 1 Days

Health Care Professional
Provider Name Address Phone Occupation

Hospital Information
Hospital Name Address Phone Dates of Stay

Emergency Room/Outpatient Visit

Hospital Name Address Phone ER Date
Product and Labeling
Brand Name Product Name Product Code Product Description PAC UPC Code
Coppola Keratin Complex S3ED-03 Hair Straighteners (Hair 29R801 N/A
Smoothing Therapy Preparations, Non-coloring);Liquid,
Lotion
Qty / Unit / Package Lot/ Exp/Use Purchase Product Amount
Serial # by Date * Date Used Consumed/Used
32 Ounces Bottle 072210 Batch  None May 2010 No NA

Code: 0048KT

Date: 10/20/2010 Page:2 of 5



[Complaint # 117159

Date Date Amount Imported Country of Label

Used Discontinued Remained Product? Origin Remarks

May 2010 N/A No

to present

Retail Problem Ingredient Group
Name Address

Manufacturer/Distributor

FEI Name & Address Home District  Firm Type

3006524310  Copomon Enterprises, LLC 7700 Congress Ave Ste 2201 Boca FLA-DO Manufacturer
Raton Florida United States 33487-1361

Initial Evaluation/Initial Disposition

Problem Keyword Problem Key.word Details

Reaction Dizziness, eyes burning, headache, double vision, heart racing, sore throatat
Initial Evaluation Initial Disposition Disposition Made By Disposition Date
FDA Action Indicated Referred to Other FDA District Paulin,Nicholas L 10/19/2010

Initial Disposition Remarks

Referrals
Org Name HHS Mail Code
FLA-IB HFR-SE250

There are no Adverse Event details for this Complaint.

Date: 10/20/2010 Page:3 of



[Complaint # 117159

l COSMETICS L Product Name Keratin Complex Smoothing Therapy

Product Code 53ED-03

Birth Date Age
AT

Body Application Site

Scalp

Were Other Products

Used on same Site?

No

Directions

Apply from root to end.

Make sure the hair is
saturated. Client sits for
20 minutes as processing
it on scalp. Then blow
dry hair. Flat iron with
450 degrees (activates the
gas being released into
the air). States that it
lasts up to 4 months.

Warning Statements
on Label?

Unknown

Any Preexisting Conditions?

No

Medical Diagnosis

@I st:tcd that hair stylist needs to be using gas

Gender
Female

Reaction Site
Other, identify in
Remarks

Other Products
Used

Were Directions
Followed?

Yes

Warning
Statements

None

Race
White

Total Duration Time v

Persists

Application Place
Salon/SPA

Last Time
Product Used

Was Product Used in
'Off Label' Manner?

Reason for Use
Hair Preparations (Non-
Coloring)

Product Used
'Off Label' Manner

Description
Unknown Product is only used for the hair
straintening
How Long How Frequent
Product Used? Product Used?
Months Other
Treatment? Current Status
Physician Worsening

Medical Treatment

mask. He stated long term effect can cause lung cancer,
nose cancer, throat cancer, asthma, emphysema, bronchitis

Remarks

The complainant is not the user - the complainant is the hair stylist that is in the same proximity of the product. She is claiming
that the product makes her dizzy and nauseous. She states this product is being used in the salon daily (2-3x per hair stylist).

Date: 10/20/2010

Page: 4 of 5




LComplaint #11715

COMPLAINTS FOLLOW - UP

Grouped Follow - Up Operations

Operation Operation  Assignment Accomplishing Performing Sample PAF
Id Code Number Organization  Organization Number

There are no Follow Up Operations related to this complaint.

Disposition Summary

Is Consumer Responsible Address Name
Responsible? FEI

Follow-Up Disposition Disposition Made By Disposition Date

Disposition Remarks

Follow-Up Sent To

Organization Name HHS Mail Code

Date: 10/20/2010 Page:5 of 5

Status Status
Date
Firm Type




United States Food and Drug Administration
Consumer Complaint / Injury Report

This is an accurate reproduction of the original electronic record as of 10/20/2010

[compLAINT | # 117188

Complaint Receiving Accomplishing How Complaint Complaint Complaint

Date Organization District Received Source Received By Status

10/19/2010 NWIJ-DO NWIJ-DO Telephone Consumer Seland,Virginia  In Progress - Pending
Evaluation

Complainant Identification
Name Address
Phone (W) Phone (H) Source POC Name Source Phone

Complaint/Injury

Complaint Description Adverse Event Adverse Event Injury/Illness
Result Date

QD is 2 hairstylist in (NP A s part of her job,  Non-Life Severe
she applies Coppola Keritin Treatment to her clients' hair, as well Threatening Respiratory
as Coppola Express Blowout. Whenever she applies this Injury/Illness Distress
treatment to her clients hair or whenever it is being applied to Syndrome/Bronc
other hairstylists clients, (il experiences heart palpitations, ho-constriction
lightheadedness, and burning in her eyes, nose and throat. The or bronchospasm
symptoms are most pronounced when she herself applies the
product; however, she experiences some degree of symptoms
whenever these products are being used in the salon. She is most
sensitive to the Coppola Keritin Treatment. She has been to her

’and has been diagnosed with severe respiratory allergic

reaction.

Notify Notification Attended Required Emergency Room/ Reported Need addnl.
DEIO/EMOPS?  Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact?

Yes 10/19/2010 Yes No No Not Report No
to Other
Source

Remarks

Complaint Symptoms

Sympton System Affected Onset Time  Duration Remarks

Dizziness or problems with NERVOUS Immediate Persists
balance

Eye irritation NERVOUS Immediate Persists

Health Care Professional
Provider Name Address Phone Occupation

Date: 10/20/2010 Page: 1 of 4



Hospital Information
Hospital Name Address Phone

Emergency Room/Outpatient Visit

Hospital Name Address Phone

Product and Labeling

[Complaint # 117188

Dates of Stay

ER Date

Brand Name Product Name Product Code Product Description PAC UPC Code
Coppola Keritin Treatment & 53EC-01 Hair Conditioners (Hair Preparations, 29R801
Express Blowout Non-coloring);Cream
Qty / Unit / Package Lot/ Exp/Use Purchase Product Amount
Serial # by Date Date Used Consumed/Used
No
Date Date Amount Imported Country of Label
Used Discontinued Remained Product? Origin Remarks
No
Retail Problem Ingredient Group
Name Address

Manufacturer/Distributor

FEI Name & Address Home District  Firm Type

Initial Evaluation/Initial Disposition

Problem Keyword Problem Keyword Details

Initial Evaluation Initial Disposition Disposition Made By Disposition Date

Initial Disposition Remarks

Referrals

Org Name HHS Mail Code

There are no Adverse Event details for this Complaint.

Date: 10/20/2010 Page: 2 of 4




Complaint # 117188

[COSMET[CS Product Name Keritin Treatment & Express Blowout Product Code 53EC-01
Birth Date Age Gender Race Application Place Reason for Use
Female Salon/SPA Hair Preparations (Non-
Coloring)
Body Application Site Reaction Site
Hair Other, identify in
Remarks
Were Other Products Other Products Last Time
Used on same Site? Used Product Used
Unknown
Directions Were Directions Was Product Used in Product Used
Followed? 'Off Label' Manner? 'Off Label' Manner
Description
Yes No
Warning Statements Warning How Long How Frequent
on Label? Statements Product Used? Product Used?
Unknown Years Other
Any Preexisting Conditions? Total Duration Time Treatment? Current Status
Unknown Days Physician Unchanged
Medical Diagnosis Medical Treatment

Severe respiratory allergic reaction

Remarks

complainant is a hairstylist and is regularly exposed to product; liteheadedness, heart palpitations, burning of eyes, nose and
throat

Date: 10/20/2010 Page: 3 of 4




|Complaint #11718

COMPLAINTS FOLLOW - UP

Grouped Follow - Up Operations

Operation Operation  Assignment Accomplishing Performing Sample PAF
Id Code Number Organization  Organization Number

There are no Follow Up Operations related to this complaint.

Disposition Summary

Is Consumer Responsible Address Name
Responsible? FEI

Follow-Up Disposition Disposition Made By Disposition Date

Disposition Remarks

Follow-Up Sent To

Organization Name HHS Mail Code

Date: 10/20/2010 Page: 4 of 4

Status Status
Date
Firm Type




United States Food and Drug Administration
Consumer Complaint / Injury Report

This is an accurate reproduction of the original electronic record as of 10/29/2010

[ compLAINT | # 117280

Complaint Receiving Accomplishing How Complaint Complaint Complaint

Date Organization District Received Source Received By Status

10/21/2010 LOS-DO LOS-DO Telephone Consumer Lee,Franklin In Progress - Pending
Evaluation

Complainant ldentiﬁcation

Name Address

Phone (W) Phone (H) Source POC Name Source Phone
I '

Complaint/Injury

Complaint Description Adverse Event Adverse Event

Result Date
Complainant (i) female incurred severed neuro and physical Non-Life 9/25/10
reaction from using Brazilian Blowout ("BB") at local salon. Threatening

Complainant recovered from brain surgery 7 years ago following Injury/Illness
physical assault incident that left her speech, stability, cognitive
abilities compromised. She has been successfully managing her
disabilities until after this hair treatment. Complainant went to
on 9/22/10. Brazilian Blowout
was used as well as another BB product applied at end of session.
Complainant was told to not remove product for 8 days until she
return to the salon. After 2-3 days chemical odor and scalp pain
became so unbearable she had to rinse her hair. Shortly thereafter,
flu-like symptoms emerged, including headaches, vomiting and
her stability problem re-emerged. Clusters of her hair were also
falling off. Complainant contacted salon owners to obtain BB
ingredients but was denied. Complainant's condition continued to
deteriorate -- persistent vomiting, difficulty breathing, chest, eye
| and nose irritation developed.

10/1/10, Complainant went to

@D Physician dx her with severe head swelling, hives. Rx
antibiotic and steroids. Complainant also has COPD and
controlled asthma which chemical odor re-inflamed. On 10/2/10
Complainant went back to salon to secure more ingredient
information about BB but salon owner, the attending hairdresser
denied wrongdoing and refused to assist her. 10/20/10,
Complainant was admitted to (Nl for respiratory distress
(compromising her ability to speak), severe stability problems,
persistent vomiting (6-7x/day). She had lost significant body
weight and req'd 1V input to restablize her condition. Physician
called poison control and was told that BB did not contain any
"harmful" chemicals; however, Canada has impose an embargo
on the product. 10/10/10, Oregon issued statement re presence of
formaldehyde.

(See Remarks)

Date: 10/29/2010 Pape:1 of 5

Injury / Illness

Anaphylactic or
Hypotensive
Episodes




[Complaint # 117280

Notify Notification Attended Required Emergency Room/  Reported Need addnl.
DEIO/EMOPS?  Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact?
Yes 10/22/2010 Yes Yes
Remarks

{Cont Complaint Description)

Complainant scheduled appmnt with her neurologist and physician from —who first attended to her reactive
condition with BB products.

Complaint Symptoms

Sympton System Affected Onset Time  Duration Remarks

Burning SKIN 3 Days 5 Days scalp burning, itching

Change in body weight METABOLIC 3 Weeks Persists lost weight due to inability
to hold food down

Change in sensation (numbness, NERVOUS

tingling)

Difficulty breathing RESPIRATORY 3 Days Persists respiratory impairment

Hair breakage SKIN 5 Days 1 Months - clumps of hair falling off
scalp

Hives (urticaria, welts) SKIN 3 Days 3 Weeks Urgent Care dx hives

Local swelling BLOOD OR 3 Days . Weeks Head swollen

LYMPHATIC

Nausea GASTROINTESTINAL 1 Days 4 Weeks

Dizziness or problems with NERVOUS 3 Days Persists

balance-

Vomiting GASTROINTESTINAL 3 Days 4 Weeks off/on episodes

Health Care Professional
Provider Name Address Phone Occupation

could not recall By L T e

Hospital Information

Hospital Name Address Phone Dates of Stay
Emergency Room/Outpatient Visit
Hospital Name Address Phone ER Date

——. T A T 1020110

Product and Labeling

Brand Name Product Name Product Code Product Description PAC UPC Code
Brazilian Hair Straightener 53ED-01 Hair Conditioners (Hair Preparations, 29R801
Blowout Non-coloring);Liquid, Lotion
Qty / Unit / Package Lot/ Exp/Use Purchase Product Amount
Serial # by Date Date Used Consumed/Used
Yes

Date: 10/29/2010 Page:2 of 5




[Complaint # 117280

Date Date Amount Imported Country of Label

Used Discontinued Remained Product? Origin Remarks

9/22/10 9/22/10 No Product professionally
applied

Retail Problem Ingredient Group

Name Address

Manufacturer/Distributor

FEI Name & Address Home District  Firm Type

3008575862  Brazilian Blowout 10615 W Vanowen St Burbank California LOS-DO Importer
United States 91505-1136

Initial Evaluation/Initial Disposition

Problem Keyword Problem Keyword Details

Chemical presence of unauthorz chemical

Potency product too strong

Reaction Severe physical reaction

Initial Evaluation Initial Disposition Disposition Made By Disposition Date
FDA Action Indicated Immediate Follow-Up Lee,Franklin 10/22/2010

Initial Disposition Remarks
Numerous complaints pertaining to Brazilian Blowout

Referrals
Org Name HHS Mail Code
LOS-DO HFR-PA200

There are no Adverse Event details for this Complaint.

Date: 10/29/2010 Page:3 of 5




[Complaint # 117280

[cosMETICS | Product Name Hair Straightener Product Code S3ED-01
Birth Date Age Gender Race Application Place Reason for Use
-« Female Question Salon/SPA Hair Preparations (Non-
Not Asked Coloring)
Body Application Site Reaction Site
Hair Scalp
Were Other Products Other Products Last Time
Used on same Site? Used Product Used
Unknown Other product used unspecified by ~ 9/22/10

salon operator

Directions Were Directions Was Product Used in Product Used

Followed? 'Off Label' Manner? 'Off Label' Manner

Description

Unknown Unknown
Warning Statements Warning How Long How Frequent
on Label? Statements Product Used? Product Used?
Unknown First Use Other
Any Preexisting Conditions? Total Duration Time Treatment? Current Status
Yes Worsening
Medical Diagnosis Medical Treatment
Remarks

Complainanat has physical and neurological disabilities from post-trauma event seven years ago.

Date: 10/29/2010

Page:4 of 5




Igomplaint #11712

COMPLAINTS FOLLOW - UP

Grouped Follow - Up Operations

Operation Operation ~ Assignment Accomplishing Performing Sample PAF
Id Code Number Organization  Organization Number

There are no Follow Up Operations related to this complaint.

Disposition Summary

Is Consumer Responsible Address Name
Responsible? FEI

Follow-Up Disposition Disposition Made By Disposition Date

Disposition Remarks

Follow-Up Sent To

Organization Name HHS Mail Code

Date: 10/14/2010 Page: 5 of 5

Status Status
Date
Firm Type




Complaint #11728

COMPLAINTS FOLLOW - UP

Grouped Follow - Up Operations

Operation Operation  Assignment Accomplishing Performing Sample PAF
Id Code Number Organization Organization Number

There are no Follow Up Operations related to this complaint.

Disposition Summary

Is Consumer Responsible Address Name
Responsible? FEI

Follow-Up Disposition Disposition Made By Disposition Date

Disposition Remarks

Follow-Up Sent To

Organization Name HHS Mail Code

Date: 10/29/2010 Page: 5 of 5

Status Status
Date
Firm Type




United States Food and Drug Administration
Consumer Complaint / Injury Report

Thisis an accurate reproduction of the original electronic record as of 02/08/2011

COMPLAINT # 117387

Complaint Receiving Accomplishing How Complaint Complaint Complaint

Date Organization District Received Source Received By Status

10/28/2010 LOS-DO LOS-DO Telephone Consumer Lee,Franklin In Progress - Pending
Evaluation

Complainant | dentification

Name Address
(b) (6) I
Phone (W) Phone (H) Source POC Name Sour ce Phone

(b) (6)

Complaint/Injury

Complaint Description Adverse Event AdverseEvent Injury/lllness
Result Date

On 9/11/10, Complainant (31 y/o female), manicurist at[(JNE)P Non-Life Severe

. cleveloped headache, nausea, fatigue and anxiety Threatening Respiratory

symptoms whenever Brazilian Blowout used at the salon. She Injury/Iliness Distress

confided thisto her stylist/friend at the salon and discovered that Syndrome/Bronc

she too had same reaction. Also, her friend's long time (7 yrs) ho-constriction

customer, (64 y/o female), an asthmatic, never used an inhaler, or bronchospasm

but became severely ill when she came to salon when Brazilian
Blowout was used. After short exposure to product odor, the
customer was forced to use the device. She now sufferswith
severe respiratory impairment. This customer's reaction
corresponded whenever BB is being used.

Complainant is very concerned that when she is exposed again,
she will incur more severe health problems. According to
Complainant, the salon owner is going to permit use of BB in
spite of potential harmful effects.

Notify Notification Attended Required Emergency Room/  Reported Need addnl.
DEIO/EMOPS? Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact?
Yes 11/02/2010 Not Report

to Other
Source
Remarks

Complaint reported to salon owner

Date: 02/08/2011 Page: 1 of 5



Complaint Symptoms

[Complaint # 117387

Sympton System Affected Onset Time  Duration Remarks
Headache CARDIOVASCULAR 3 Hours 1 Days onset at home after
exposure at salon
Nausea GASTROINTESTINAL 4 Hours 1 Days duration same as headache
Fatigue, weakness MUSCULO- 4 Hours 4 Weeks
SKELETAL
Difficulty breathing RESPIRATORY 4 Hours 4 Weeks
Health Care Professional
Provider Name Address Phone Occupation
Hospital Information
Hospital Name Address Phone Dates of Stay
Emer gency Room/Qutpatient Visit
Hospital Name Address Phone ER Date
Product and Labeling
Brand Name Product Name Product Code Product Description PAC UPC Code
Brazilian hair conditioner 53ED-03 Hair Straighteners (Hair 29R801
Blowout Preparations, Non-coloring);Liquid,
Lotion
Qty/ Unit/ Package Lot/ Exp/Use Purchase Product Amount
Serial # by Date Date Used Consumed/Used
No
Date Date Amount Imported Country of L abel
Used Discontinued Remained Product? Origin Remarks
No
Retail Problem Ingredient Group
Name Address
(b) (4) |
M anufacturer/Distributor
FEI Name & Address Home District Firm Type
3008575862  Brazilian Blowout 10615 W Vanowen St Burbank California LOS-DO Warehouse-
United States 91505-1136 Ambient Storage

Initial Evaluation/Initial Disposition

Problem Keyword
Reaction

Date: 02/08/2011

Problem Keyword Details
respiratory impairment exposure to hair care product

Page: 2 of 5



Initial Evaluation Initial Disposition Disposition Made By
FDA Action Indicated Immediate Follow-Up LeeFranklin

Initial Disposition Remarks
This CC is OSHA and EPA applicable.

Referrals
Org Name HHSMail Code
LOS-DO HFR-PA200

There areno Adverse Event detailsfor this Complaint.

Date: 02/08/2011 Page: 3 of 5

[Complaint # 117387

Disposition Date
11/02/2010



COSMETICS

Product Name hair conditioner

Product Code 53ED-03

Birth Date Age
31

Body Application Site
Hair

Were Other Products
Used on same Site?

Yes, identify in
Other Products Used

Directions

War ning Statements
on Label?

Unknown

Any Preexisting Conditions?

No

Medical Diagnosis

Remarks

Gender Race

Femae Question
Not Asked

Reaction Site

Chest

Other Products
Used

Brazilian Blowout Conditioner

Were Directions
Followed?

Unknown N/A

Warning
Statements

strong chemical odor resembling presence of formalahyde

Date: 02/08/2011

Total Duration Time

Application Place
Salon/SPA

Last Time
Product Used

Was Product Used in
'Off Label' Manner?

How Long
Product Used?

Medical Treatment

Page: 4 of 5

Treatment?

Reason for Use
Hair Preparations (Non-
Coloring)

Product Used
'Off Labd' Manner
Description

How Frequent
Product Used?

Current Status

Complaint # 117387




Complaint #11738

COMPLAINTSFOLLOW -UP

Grouped Follow - Up Operations

Operation Operation  Assignment Accomplishing Performing Sample PAF
Id Code Number Organization  Organization Number

Thereareno Follow Up Operationsrelated to this complaint.

Disposition Summary

IsConsumer Responsible Address Name
Responsible? FEI

Follow-Up Disposition Disposition Made By Disposition Date

Disposition Remarks

Follow-Up Sent To

Organization Name HHSMail Code

Date: 02/08/2011 Page: 5 of 5

Status Status
Date
Firm Type




United States Food and Drug Administration
Consumer Complaint / Injury Report

Thisis an accurate reproduction of the original electronic record as of 02/08/2011

COMPLAINT # 117544

Complaint Receiving Accomplishing How Complaint Complaint Complaint
Date Organization District Received Source Received By Status
10/15/2010 LOS-DO LOS-DO Telephone Consumer Lee,Franklin Follow Up Requested
Complainant | dentification
Name Address
RIG) |
Phone (W) Phone (H) Source POC Name Sour ce Phone
(b) (6) ]
Complaint/Injury
Complaint Description Adverse Event AdverseEvent  Injury/IlIness
Result Date
Complainant (female, 42 y.o0) hairstylist QX&) Non-Life ~9/2010 Other - identify
experienced instant burn in eye, sinus and ear canal congestion Threatening in Remarks

upon initial exposure to Brazilian Blowout hair care product. At Injury/llIness
time of this complaint, Complainant had presence of blood
whenever noseis blown. Subsequent exposure to (4X) the
product created respiratory distress to extent that she cannot take
deep breaths. Complainant was seen by opthomologist GI{YKE)
and dx symptoms including blepharitis, (chronic
inflammation of eyelids caused by backup in meibomian gland).
Posterior side of eye.

Notify Notification Attended Required Emergency Room/  Reported Need addnl.
DEIO/EMOPS? Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact?
Yes 11/05/2010 Yes Yes
Remarks

Severeirritation of eyes and respiratory system. Possible presence of formalahyde in products
Complaint Symptoms

Sympton System Affected Onset Time Duration Remarks

Burning SKIN Immediate 1 Days

Difficulty breathing RESPIRATORY Immediate Persists

Eyeirritation NERVOUS Immediate 3 Days

Other Blood and Lymphatic BLOOD OR 2 Hours 2 Minutes nose bleed; intermittent
LYMPHATIC

Health Care Professional
Provider Name Address Phone Occupation

(b) (6) — Optomntrist

Hospital Information

Hospital Name Address Phone Dates of Stay

Date: 02/08/2011 Page: 1 of 5



[Complaint # 117544

Emergency Room/Outpatient Visit

Hospital Name Address Phone ER Date
Product and Labeling

Brand Name Product Name Product Code Product Description PAC UPC Code
Brazilian Hair straightening & 53ED-03 Hair Straighteners (Hair 29R801
Blowout conditioner Preparations, Non-coloring);Liquid,
Lotion
Qty/ Unit / Package Lot/ Exp/Use Purchase Product Amount
Serial # by Date Date Used Consumed/Used
No
Date Date Amount Imported Country of L abel
Used Discontinued Remained Product? Origin Remarks
Yes Brazil
Retalil Problem Ingredient Group
Name Address
(b) (4) |
M anufacturer/Distributor
FEI Name & Address Home District Firm Type
3007129680  Cadiveu Cosmeticos Martim De Sa 75 Sao Paulo Brazil Manufacturer
3008575862  Brazilian Blowout 10615 W Vanowen St Burbank California LOS-DO Warehouse-
United States 91505-1136 Ambient Storage
3008593985  Brazilian Blowout 6855 Tujunga Ave North Hollywood LOS-DO Corporate
California United States 91605-6312 Headquarters
Initial Evaluation/Initial Disposition
Problem Keyword Problem Keyword Details
Reaction respiratory impairment
Off-Odor strong chemical odor
Chemical possible presence of formalahyde
Initial Evaluation Initial Disposition Disposition Made By Disposition Date
FDA Action Indicated Immediate Follow-Up LeeFranklin 11/05/2010

Initial Disposition Remarks
BB Corp ct: Mike Brady, CEO. 877.779.7706 x2141. Mfgr is OAS, but active ct: anteo@cadiveu.com

Referrals

Org Name HHSMail Code
LOS-DO HFR-PA200

Date: 02/08/2011 Page: 2 of 5



[Complaint # 117544

There areno Adver se Event detailsfor this Complaint.

Date: 02/08/2011 Page: 3 of 5



COSMETICS

Product Name Hair straightening & conditioner

Product Code 53ED-03

Birth Date Age
42

Body Application Site
Hair

Were Other Products
Used on same Site?

Unknown

Directions

War ning Statements
on Label?

Any Preexisting Conditions?

Medical Diagnosis

Remarks

Gender Race Application Place Reason for Use

Female Question Salon/SPA Hair Preparations (Non-
Not Asked Coloring)

Reaction Site

Chest

Other Products Last Time

Used Product Used

Were Directions Was Product Used in Product Used

Followed? 'Off Labd' Manner? 'Off Labd' Manner

Description

Unknown Unknown

Warning How Long How Frequent

Statements Product Used? Product Used?

Total Duration Time Treatment?

Medical Treatment

Current Status
Improved

Complainant did not use product; instead, was present when product was used by other stylistsin the salon

Date: 02/08/2011

Page: 4 of 5

Complaint # 117544




Complaint #11754

COMPLAINTSFOLLOW -UP

Grouped Follow - Up Operations

Operation
Id
5115331
5115328

5115331
5115331
5115331
5115331
5115331
5115331

Operation
Code

31

13

31
31
31
31
31
31

Disposition Summary

IsConsumer Responsible Address

Responsible? FEI

Follow-Up

Disposition

Disposition Remarks

Follow-Up

Sent To

Organization Name

Date: 02/08/2011

Assignment Accomplishing Performing

Number

1234283
1234283

1234283
1234283
1234283
1234283
1234283
1234283

Organization

LOS-DO
LOS-DO

LOS-DO
LOS-DO
LOS-DO
LOS-DO
LOS-DO
LOS-DO

Disposition Made By

Organization

LOS-IB-RY
LOS-IB-RY

LOSIB-RY
LOS-IB-RY
LOS-IB-RY
LOSIB-RY
LOS-IB-RY
LOSIB-RY

Name

Sample PAF
Number

657709

657709
657709
657709
657709
657709
657709

Disposition Date

HHS Mail Code

Page: 5 of 5

Status

Completed
Awaiting
Endorsemen
t

Completed
Completed
Completed
Completed
Completed
Completed

Status
Date
12/17/2010
12/14/2010

12/17/2010
12/17/2010
12/17/2010
12/17/2010
12/17/2010
12/17/2010

Firm Type



EXHIBIT B




CLAIMS/OMISSIONS BY IDENTIFIED COMPANIES

I. R&L Soft-Liss Professional Line

A. Welcome Page States that “None of our products contain any formaldehyde.
They are all formaldehyde FREE”

WELCOME

None of our products contain any fomaldehyde. INTELLIG
They are all fomaldehyde FREE.

The success and reverberation of the Soft-Liss Professional
Line® , unchained all over Brazil, surely was the decisive factor
for the creation of the p ional line of products to p

the gentle straightening of hair: Soft-Liss Intelligent Brush

The Soft-Liss Intelligent Brush is a line of products used for hair
i through a izati i in which the

active ingredients of the product act on the hair, promoting the

straightening of the strands and leaving them naturally straight.

In addition, these products also act on the keratin and protein of

the hair. which protect the hair from damaoe and keeo it shinv _

(Screen shot taken Mar. 4, 2011, http://www.softliss.com/ingles/welcome.htm)

B. Product Page for R&L’s Soft-Liss Professional Line Strawberry Kit States “None
of our products contain any formaldehyde. They are all formaldehyde FREE” and
Claims “It will be impossible for anyone to resist the fantastic sweet aroma that
your hair will exhale”

None of our p contain any They are all yde m
FREE.

Soft-Liss Intelligent Blowdry Strawberry KIT = The Strawberry Intelligent Blowdry uses strawberry m
pulp as the main active ingredient. The treatment nurtures the hair deeply, giving it an intense shine,

reducing frizz, and strengthening weak and broken hair. With no rebellious hair, the volume is

reduced and the hair seems naturally straight. With the Soft-Liss Intelligent Blowdry Strawberry Kit,

you will have to use a blowdryer less frequently and for a shorter amount of time, and you will be

able to see a reduction in volume and more manageable and frizz free hair. The touch up can be

done on the whole length of the strand, and with each application the hair becomes straighter.

Results are immediate on naturally straighter hair; on more curly hair, at least two applications will be

needed, depending on your particulra hair needs. The Soft-Liss Intelligent Blowdry Strawberry Kit is

composed of products especially designed for the treatment of your hair, particularly keratin and

strawberry extract. This powerful combination of STRAWBERRY, KERATIN and ACTIVE

INGREDIENTS will provide your hair with superior treatment and progressive straightening effects.

The strawberry extract works double time to provide your strands with the maximum amount of

softness possible. This is the end to that uncomfortable electricity that causes your hair to stand on

end! It will be impossible for anyone to resist the fantastic sweet aroma that your hair will exhale. The

Soft-Liss Intelligent Blowdry Strawberry Kit contains a high concantration of hydrolyzed keratin, and

the process also hydrates and leaves your hair its shiniest. The Soft-Liss Intelligent Blowdry

Strawberry Kit is composed of:

STEP 1 - Soft Liss Deep Cleaning Shampoo = The constant use of conditioners, dyes, toners, and
the harmful effects of pollution and other extemal agents such as the sun, wind, dust and smoke can
leave your hair faeling heavy and dull. The Soft Liss Deep Cleaning Shampoo completely removes
the residues that block the natural growth of your hair. INGREDIENTS - Menthol, Citric Acid,
Rosemary Extract, Sodium Chiroride, Cocamide DEA, PEG-150, Glycol Distearate, Distearate,

Sodium Laureth Sulfate, Methyichloroisothiazolinone, Parium, Aqua Burdock Extract i
d

(Screen shot taken Mar. 4, 2011, http://www.softliss.com/ingles/morango.htm)



C. Product Page for Other R&L Soft-Liss Professional Line Products Make
“Formaldehyde Free” Claims

None of our products contain any They are all
FREE.

LIGHT KIT I SOFT LISS INTELLIGENT BRUSH

None of our products contain any fomaldehyde. They are all fomaldehyde
FREE.

Soft-Liss Intelligent Blowdry Light Kit = Soft-Liss Cosmetics has designed a line of Intelligent Blowdry.
products for the health and beauty of feminine hair, with varied products made with natural

ingredients. This is a complete line for the treatment, hydration, and straightening of curly and wavy The Soft Liss: = The Soft Li i lied to any type of
hair. This is different from the Progressive Straightening systems. The Intellingent blowdry is a ie: hair highlighted, o i or henna, relaxed,
process for hair straightening, as the French Blowdry, Japonese Straightening systems, and oD T e ST ""I:‘l‘:";‘:".";:;';‘;’l"“;"’“"’“ The;

o ightening. These are all d used for hair straightening, but the - - "
Intligent Blowdry system has mora banafis than the rest. With the Intligent Blowdry, you can et w;::‘:::{;t?::«:::r’-: nb:::v.":-lv:y.:r’-"mf o hok st ks
wash your hair in one hour, as opposed to the three days other products require. This system is hair, ol hair, wavy hair, black hair, dry hair,or curly .

indicated for curly or wavy hair that has been dyad or highlighted, and is dry and lifsless and in need

of a an intense professional hydrating treatment that will provide maximum recuperation to the ‘Adquantity of 250mi lasts for 2 to 3 applcations.

capillary fibers. This formula d e y hydration and conditioni i to Adquantiy of 500mi lasts for § to 6 applcations.

become healthy and protected, in addition to naturally straighter. The The Soft-Liss Intelligent = Aquantity of 1000ml lasts for 10 to 12 applications.

(Screen shot taken Mar. 4, 2011, ) (Screen shot taken Mar. 4, 201 1,.
http://www.softliss.com/ingles/light.htm) http://www.softliss.com/ingles/escova.htm)

CHOCOLATE KIT m

None of our products contain any They are all

e MARINE ALGAE KIT

The Soft Liss Chocolate Intslligent Blowdry Kit contains softening agents, humidifiers, antioxidants

‘and vitamins that intenssly nourish your hair. It is rich in fatty acids that form a natural protactive None of our pi contain any They are all

barrier over the strands of your hair, providing it with a deep conditioning, softness, better texture and FREE.

less volume. Other products have also been carefully studied and found to hydrate and treat your

i for results: straigh s both natural WO Marine Algae KIT = The Soft-Liss Intelligent Blowdry Marine Algae Kit leaves your hair incredibly straight, siiky
el L E R d i i e ‘and ful of shine. What a differance! Instead of unruly curls, you will have straight, beautiful hair. What woman
forthe tmatmant of your hak; wuch as kerstin, conce, end o Suii o Kas RIS wouldn't ke to wake up, Iook in the mirror, and see perfectly straight hair? The The Soft-Liss Intelligent Blowdry
T AT el 3 EL IO Marine Algae Kit s compatible with any type of chemical. Algae protein is rich in sait minerals, which when

e ot e o e sealed in the hair along with silicone polymerase, softens the capillary fiber and leaves the hair much shiner
TG e s s SRS E LS B T R e S ‘and ful of vigor. You will be able to achieve a reduction in volume of your hai, obtaining a 100% natural effect
HYDRATION of the strands. Keratin is often lost when hair is treated with an aggressive and in the case of hair that has been chemicaly reated, immediate results. This treatment replenishes your hair
‘straightening process, dyed, or through other extemnal agents, such as the sun or pool chiorine. The - -
Soft LIss Chocolate i Kit contains a ydroli keratin, which

e B s e e el (Screen shot taken Mar. 4, 2011,

(Screen shot taken Mar. 4, 2011, http://www.softliss.com/ingles/algas.html)
http://www.softliss.com/ingles/chocolate.html)



II. KeraGreen Keratin and Protein Hair System by LBD

Welcome Page Claims Product Is “Formaldehyde Free” and “non toxic, formaldehyde
free, rich with organic . . . ingredients”

.:::KeraGreen Organic Keratin, Formaldehyde Free, Distributors Welcome, We Export Worldwide:::.

- http://keragreensystem.com/index2.html ﬁ' 7: v KeraGreen

T AT
12358

%

L N\

ol

ot N Nature’s healing for your hair.
‘:; The New Hair Restoration
f® era reer)”  Keratin & Protein System

e By LBD

874

-

20y

HOME ABOUT US WHY GREEN? SERVICES & EVENTS PRODUCTS DISTRIBUTORS FAQ CONTACTUS SPANISH

»
¥

(S BENEFITS TO THE KERATIN
?;g In pursuit of health and beauty TREATMENT MNEWPROBUETS
| ]
i
2]
:‘,”ﬂ We are proud to present our new and exclusive KeraGreen ag e
3:::% Keratin and Protein Hair System by LBD. Our exclusive ‘ i';g\\',‘mz
T‘ i formulation - non toxic, formaldehyde free, rich with | 4 S e | e M AP R i
WA organic and natural ingredients - sets us apart from all other l
e keratin hair treatments in the market and makes us relevant
8 in a time when “Green is in!”
o 4

&l KeraGreen Keratin and Protein Hair System controls frizzy,
"f; unmanageable hair and restores strength to weakened
.&,;». follicles all while preventing further hair loss. Our exclusive
Jour formula of natural and organic active components of
,”i,i* essential amino acids, proteins, minerals, and citric acid
i ;'521 extracts, will moisturize, repair, rejuvenate and strengthen Kera Green System Demo
,_'f: your hair! : j B |
e {
“ ;' Continue reading .

I —

(Screen shot taken Mar. 4, 2011, http://keragreensystem.com/index2.html)



III. Tahe Thermo Keratin Hair Treatment

Website Claims Product Is “Formol free”

TONE cosmetics Y oo KO @ 8

LCTICHEE  Products Beauty Tips | News & Events | About TAHE | ContactUs | & Login/Acceso

Search products here -~
FREE SHIPPING (ol s

[ VER EL SITIO EN ESPAROL
== SEE THE SITE IN ENGLISH

Thermo Keratin KIT (Formol free) (60 ml.) (2.03 0z.) &
Thermo Keratin KIT (Formol free) (1000 ml.) (32 oz.)
Keratin Hair Treatment.
- a = —
ze el e Quantity: |1 ER | = Add to Cart
3
-
— -~ H_..Vf

View Full-Size Image

( TAHE )

$685.00

Number tubes in packaging:1
Number tubes in box:1

[ Ask a question about this
product

Keratin Hair Treatment.

Includes:

- Balance Shampoo 1000ml

- Active Treatment 1000ml

- Therapy Shampoo 1000ml

- Catalogue and step-by-step instructions
- Sten-hv-cten inctriictinne NVN

(Screen shot taken Mar. 4, 2011,
http://www.tahecosmetics.com/index.php?page=shop.product details&flypage=flypage-
ask.tpl&product id=2161&category id=120&option=com_virtuemart&Itemid=83&lang=en)



IV. Silkening Technologies Pro Collagen Rx Keratin Treatment

A. Website Claims Product Is “Blended to Be Safe, No Bad Aromas™ and
“Formulated to Be . . . Safer Than Any Other Product”

Distributor Finder Contact Us _Call us @ 1-800-268-2242 Pro Log-in

Slenig

) behmlges wowe  erooucrs  ews

© Share/Save 3

Features
Gel Formulation, controlled quick and easy

application

Product is developed with natural Keratin and
Collagen

Specifically blended to be safe, no bad aromas

More applications per bottle then competitive
products

Biage is the leading developer of smoothing
systems in North America

This clarifier has a PH with advanced
technology that opens up the cuticle
on the hair shaft to prepare the hair
for the Pro Collagen Rx Treatment.

Search for: Search )
BEFORE & CONTACT PRO AREA
AFTER

PRO COLLAGEN RX™
CLARIFYING SHAMPOO

Prescriptive Silkening Technology incorporates the
latest technology to restructure and smooth the hair
internally by giving it incredible shine and moisture
while straightening that yields incredible results! The
special gel formulation is infused with Keratin and
Collagen will exceed your clients. Biage has developed
anir ive blend that and suspends
the keratin and collagen like no other product on the
market. This product has been formulated to be faster
and safer than any other product you have worked with
in the past.

Like [ 2 people like this. Be the first of your friends.

(Screen shot taken Mar. 4, 2011, http://silkeningtechnologies.ca/products/treatment-shampoo/)

B. Silkening Technology Page Claims Product Emits “No unpleasant fumes”

ety
TEL‘“HHllIHIHS HOME PRODUCTS

O Share/Save #
Silkening Technologies Keratin Treatment with Pro Collagen Rx Gel

The Prescription for silky, shiny, smooth and sexy hair

NEWS

The special gel infused with Keratin and Collagen will produce results that exceed your client's expectations. Our
innovative blend encapsulates and suspends the keratin and collagen around the hair and is simple to apply and
allows for superior on of a higher ion of active ingredients. This gel allows for a pliable
application resulting in a quicker application using far less product, saving time and money (2 oz of ours
compares to 3 0z of others on the market).

What's missing? Heavy silicone bases!

Heauvy silicone based emollients are often found in other products in this category which leaves the hair greasy,
flat and weighed down. Pro Collagen Rx does not contain any heavy silicone bases, so blow drying the
Treatment into the hair shaft takes less than half the time of other competitive products.

Flat ironing time is less because no heavy silicone is blocking the delivery system of the active ingredients,
allowing the heat penetrate and infuse the Pro Collagen Rx Keratin Treatment directly into the hair shaft!

Plus...the hair can be shampooed the very next day".
(*a 48 hour waiting period is recommended and preferred for longer lasting results)

Features and Benefits

Pro Collagen Rx Keratin Treatment is cost effective, easy and faster to apply
No unpleasant fumes or odour

Ultra conditioning formulation

Shorter application time

Shorter drying and styling time

Retains moisture and bounce in the hair

Tames curls, frizz and course texture

Leaves the hair shiny, luxurious, smooth and healthy
Non-Greasy, Silicone bases don't weigh the hair down
Safe on colour treated and bleached hair

Human hair extension friendly

es e e e s s e

(Screen shot taken Mar. 4, 2011, http://silkeningtechnologies.ca/technology/)



V. Brazilian Gloss Brazilian Keratin Treatment

2

Homepage Claims that Product Uses “gentle, pure, no harsh chemical formula

BrazilianGloss

SALON EXPERIENCE COLLECTIONS MEDIA FOR PROFESSIONALS COMPANY SHOP NOW

Brazilian keratin treatment 100% pure brazilian keratin GLOSS

celebrity stylist favorite instant formula - same day washout

high-gloss frizz-free shine the ONLY low-heat brazilian treatment

restores hair to its healthiest ever

gentle, pure, no harsh chemical formula

world's most luxurious keratin treatment enjoy results for up to 12 weeks or more

entire salon treatment in just 90 minutes pure brazilian extracts - no chemical smell

effortless chic - reduce styling time locks in color for endless glossy shine

enjoy PERFECT hair EVERY day

Salon Training Cla | as = oy
| G

salon starter kits available

experience BRAZILIAN GLOSS™

master certification program

attend or host an event in your salon for a limited time only

| Q2R QR GLNSCS IRRR QR4 LRZZ)

(Screen shot taken Mar. 4, 2011, http://www.braziliangloss.com/)



VI. Keratin Express Formula

Nov. 18, 2011, Press Release States that Product “contains no known formaldehyde, nor
does it contain methylene glycol, formalin or any other known form of formaldehyde in
solution”

eratin Express
Brazilian Smoothing ~ “Less time, less money, less hassle”
Treatment

FORMALDEHYDE FACTS

November 18,2010

Formaldehyde occurs as a natural product in most living systems and in the environment.
Exposure to formaldehyde is frequently measured in “ppm”, which stands for “parts per
million.” A 2 ppm concentration in air means that for every million particles of air there
are 2 particles of the substance being measured. One ounce of chlorine in a 7,500 gallon
pool is an example of 1 ppm in a liquid solution.

Formaldehyde is present in glues, resins, textiles, wood products, even food. It is present in
your blood in a concentration of 2-3 ppm and is necessary for specific biological functions.
You breathe it every day both indoors and out, inhale it when in traffic, and if you smoke
are exposed to between 5 and 181 ppm of formaldehyde depending on the brand.

Can formaldehyde be dangerous or harmful? With repeated and consistent exposure to
high concentrations, the answer is yes. Several Government agencies in the United States,
Canada and other countries have established maximum exposure levels in the workplace.
The agency in the USA with workplace regulatory authority is the Occupational Safety and
Health Administration (OSHA), and the OSHA levels are as follows:

e .Sppm over 8 hours = Action Level - requires increased industrial hygiene
monitoring and initiation of employee medical surveillance

e .75 ppm over 8 hours = PEL (Permissible Exposure Level) - maximum exposure
permitted over an 8 hour period

e 2.00 ppm over 15 minutes = STEL (Short Term Exposure Limit) - maximum
exposure allowed during a 15-minute period

The current Keratin Express formula contains no known formaldehyde, nor does it contain
methylene glycol, formalin or any other known form of formaldehyde in solution.
However, recent OSHA STEL testing showed Keratin Express measuring between .036
and .117 ppm for a 15 minute exposure. This is less than 6% of the OSHA Short Term
Exposure Limit of 2.00 ppm, or 17 times below the STEL. Recent OSHA 8 hour PEL
testing of Keratin Express measured between .004 and .01 ppm. This is less than 1.5% of
the Permissible Exposure Limit of .75 ppm, or 75 times below the PEL.

Although these numbers are lower than any other “Brazilian” keratin treatment tested,
Keratin Express should not test positive for formaldehyde, and we are working to find the
source among our raw ingredients so we can remove it. Formaldehyde is not part of our
ingredients or formula and is not necessary for the performance of the product.

We are committed to providing Salons, Stylists and Clients with a formaldehyde-free
formula, and expect to

www.keratin-express.com

(Screen shot taken Mar. 4, 2011, www.keratin-express.com/formaldehyde-facts.pdf)



VII. Marcia Teixeira Brazilian Keratin Treatment

A. Company Webpage Claims Product Line “does not involve a harsh, chemical
treatment process” and “can be used safely”

Company Phenomenal,
like a miracle. o
eyl
sohn Potera Salan

As you will learn, the Brazilian Keratin Treatment™
is neither a traditional relaxer nor a straightener
that can only be used on certain types of hair. In

fact, there’s nothing traditional about this new type HOME

of service. It does not involve a harsh, chemical

treatment process that can over process hair and v COMPANY

leave it in poor condition. The Brazilian Keratin About Us

Treatment™ is a universal product and can be used R |

safely on just about any type of hair - dry, frizzy, Testimonials )

over-processed, color treated, ethnic or even PRODUCTS

unprocessed virgin hair. Just about everyone can get

the same great results - healthy, shiny, frizz-free, STORE \

manageable hair. |
PROFESSIONALS AREA ¢

What sets Marcia Teixeira ® Brazilian Keratin e i

Treatment™ apart from older technology chemical

straighteners and relaxers? The answer is simple - HAIR CARE .

this process doesn't involve breaking down the hair H

and restructuring it. These older technology TooLs L/

treatments are designed to irreversibly modify and
restructure keratin by using products with very high

SALON LOCATOR

pH levels, usually greater than pH 9 (very high NEWS & EVENTS

alkalinity). At these very high pH levels the hair

shaft will soften, and then swell tremendously and e

thus become demaged. This is another big - Ao
mARCiA°

company CONSUMERS SALON DISTRIBUTORS

KNOW MORE ABOUT US ONLINE SHOPPING LocaToR US & INTERNATIONAL
TEIXEIRA

i

S hiIEa=
(Screen shot taken Mar. 4, 2011, http://www.braziliankeratin.com/new/en/home.html)

B. Statement from Oct. 2, 2010, Declares that “formaldehyde is not an ingredient . . .
but, we cannot, and have never claimed that they are formaldehyde free”

£3 Filed Under: Latest News
Response to Recent Reports Concerning Formaldehyde

admin | Oct 02, 2010 | Comments 0

MARCIA TEIXEIRA®
BRAZILIAN KERATIN TREATMENT™
[downlo le]

Response to Recent Reports Concerning Formaldehyde in Various Brands
of Keratin Based Hair Straightening Products

There have been several recent news reports concerning keratin based hair
straightening products and their safety relative to consumers and stylists. As our
clients are aware, we have always had a policy of full disclosure with regard to our
ingredients. We disclose all ingredients on our packages, and provide an OSHA
compliant Material Safety Data Sheet (MSDS) with every bottle purchased.
Additionally, our required education/certification program focuses on the safe and
proper use of our treatment products.Formaldehyde is a naturally occuring
substance detected in everything from fruits and vegetables to cosmetics and
building materials. Because formaldehyde is a dry gas at room temperature, it is
chemically impossible for it to be an ingredient of a liquid cosmetic product, however,
itis an unavoidable by-product of numerous ingredients.

Methylene glycol, which does not appear on the FDA's official list of prohibited cosmetic ingredients, is the
ingredient in our treatments that will produce a trace level of formaldehyde vapor when high heat is applied. For
that reason, we can state that isnotani in our , but, we cannot, and have
never claimed that they are formaldehyde free.

(Screen shot taken Mar. 4, 2011, http://braziliankeratin.com/blog/2010/10/response-to-recent-reports-
concerning-formaldehyde/)



VIII. IBS i-Straight System

A. Webpage States that Product Is “The safest . . . system for straightening”

ibs

COMPANY

The safest and most effective system for straightening, i-Straight (Japanese Thermal Reconditioning) is a permanent hair straightening
system that utilizes 3 solution strengths, each tailored for different types of hair. Whether the difference is in hair texture, curl type, and
condition (such as highlighted, bleached, or even pre-relaxed hair types) there is a solution to meet the specific needs of each individual. The
solutions can also be inter-mixed with each other to form a custom strength depending on the condition of the hair.

Made with the finest conditioning ingredients i-Straight Systems will give the hair a soft feel and a natural brilliant shine. The solutions are
cream based for easy application and control, helping to reduce waste and expenses while providing the best solution to hair straightening for
your clients.

(Screen shot taken Mar. 4, 2011, http://www.ibsbeauty.com/system.shtml)
B. FAQ Page States that Its Product “will safely straighten almost anyone’s hair”

ibs

COMPANY

i-STRAIGHT SYSTEM PROFESSIONAL USE ONLY

Q: How long will i-Straight last?
A It's permanent. Treated hair will last pretty much forever. New growth will need touch up.

Q: What type of hair can be straightened with i-Straight?
A: All hair types are candidates. i-Straight's 3 formulas will safely straighten almost anyone's hair.

(Screen shot taken Mar. 4, 2011, http://www.ibsbeauty.com/faq.shtml)

C. Product Information for IBS i-Refresh Smoothing System States that It “will leave the
hair smooth . . . without the troubles and worries of formaldehyde”

i-Refresh Smoothing System is a revolutionary new concept that will leave the hair smooth and manageable for 4 to 6 months without the
troubles and worries of formaldehyde. i-Refresh rejuvenates and transforms curly, frizzy hair into silky and manageably smooth hair that is
volumized and weightless. i-Refresh Smoothing System gives you the benefits of a keratin treatment with the longevity of a Japanese thermal
reconditioning. The results will be voluminous, manageably silky and smooth hair that will last 4 to 6 months. Experience a refreshing concept
of healthy, smooth and silky hair...Experience i-Refresh.

(Screen shot taken Mar. 13, 2011, http://www.ibsbeauty.com/irefresh.shtml)



IX. Coppola Keratin Keratin Complex Smoothing Therapy

Press Release from Oct. 15, 2010, Implies that Product Does Not Release Formaldehyde
by Stating “our formula includes Timonacic acid, a benign antioxidant patented in France
which is part of an aldehyde group that is used in hair products and acts as an organic

preservative”
—— ératin Complex
hair therapy™
October 15, 2010

Differences of Keratin Complex

Keratin Complex and the Brazilian straightening methods are completely different salon services due to
their formulas, delivery systems and processing techniques. Keratin Complex utilizes an entirely new
technique and innovative formula which contains over 40% pure Keratin to restore and restructure hair
by infusing a special blend of natural keratin deep into the damaged cuticle.

In addition to the Keratin, our formula includes Timonacic acid, a benign antioxidant patented in France
which is part of an aldehyde group that is used in hair products and acts as an organic preservative. This
specialized formula targets the inside of the hair shaft, as opposed to the outside. When the formula is
heated, the Timonacic acid decomposes and bonds the aldehyde to the keratin molecule in the hair
shaft which is then encapsulated with a special patented silicone, preventing any harmful gases from
being released.

On the contrary, in most, if not all other Brazilian hair straightening treatments, they use anywhere from
2% to up to 20% free-formaldehyde to straighten the hair. These types of straighteners add
formaldehyde as an ingredient which binds to the outside of the hair shaft, thus breaking the hair's
natural bonds. During ironing, heat causes the excess formaldehyde to be released into the air as a gas
that can be harmful to stylists and their clients.

The difference between Brazilian straightening companies that add free formaldehyde as an ingredient
and Keratin Complex’s bonded aldehydes is that the latter is not harmful. Unfortunately, the HPLC
method used to test these products is antiquated (40 years old) and cannot distinguish between free
formaldehyde and Keratin Complex’s new bonded technology. The Nuclear Magnetic Resonance test (a
modern test that distinguishes between free and bonded formaldehyde) shows there is a 0.0009% level
of detection of harmless formaldehyde gas, which is non-existent and well below the acceptable levels
of detection.

Keratin Complex respects and cherishes our relationships with our distributors, stylists and their clients.
We have always been honest about our formula, technique and unrivaled results and continue to grow,
both domestically and internationally. Thank you.

(Screen shot taken Mar. 7, 2011, )
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X. Brazilian Blowout Ac¢ai Pro

fessional Smoothing (“Original”) Solution

A. Original Labeling for Brazilian Blowout Acai Professional Smoothing Solution
Bottle Made “Formaldehyde Free” Claim

Formaldehyde Free
Smoothing Formula

Brezilian Super-Nutrient Compe

Proprietary Polymer Syste™

Protective Protein Layenf e

Reconstructs and

mproves Overéll ;:';r
and Condition of

B. Brazilian Blowout’s Product Page for Its Original Formula Used to State that
Product “CONTAINS NO FORMALDEHYDE”

brazilian
blowout

1-877 779-7706 O 1-818 232-8775 8:00am - 8:30pm pST  IEAGRHENGOISALRS

before & after | products | press | salon professionals | FAQs | contactus

fls 8D

about brazilian blowout

The BRAZILIAN BLOWOUT is the most innovative and effective
professional smoothing treatment in the WORLD!

Through the use of a Brazilian Super Nutrient Complex and a
proprietary polymer system, the Brazilian Blowout actually improves the
condition of the hair by creating a protective protein layer around the
hair shaft to eliminate frizz and smooth the cuticle.

The end result is smooth, healthy, frizz-free hair with radiant shine!

What makes us different?
The ONLY Professional Smoothing Treatment
that improves the health of the hair.
No Damage! and No harsh chemicals!
CONTAINS NO FORMALDEHYDE!!

Entire treatment completed in just 90 minutes!

No down time! The minute you leave the salon, you can wash and air

(Screen shot taken b. 10, 201, Abou

e e \ T ety

t Brailian Blowout, hi :

//Ww.brazilinbloout.com/ot_Us)
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C.

Amended Product Information and Labeling Now Make No Mention of
Formaldehyde, Thus Materially Omitting Formaldehyde Risk Information

BRAZILIAN BLOWOUT ORIGINAL

(Screen shot taken Feb. 16, 2011, http://www.brazilianblowout.com/bb_original)
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XI. Cadiveu Brazilian Keratin Smoothing Formula

A.

Cadiveu’s Response to Brazilian Blowout Controversy Omits Material
Formaldehyde Risk Information and Instead Implies Its Products Are Safe,
Stating that “The Formula Does Not Contain Formaldehyde as a Functional
Ingredient” and that “Traces of formaldehyde are found naturally . . . . Fortunately
at these trace levels, formaldehyde is considered safe, even though we are
constantly exposed.”

PROFESSIONAL

Cadiveu Continues to Clears the Air on Formaldehyde

The il -‘-,' hair thing gory has exploded in p ity and are d these unique and
beneficial services at ever i ing rates. Ni bmnds have app d on the scene to take wvantage of the incredible
market demand, eachwnhmsuwn and i As anyone following this ,_,kmwsﬂ\epmseneeof
formaldehyde has become such a hol topic of concern wnhln the industry and for that Good Morni ica did a

feature last Friday morning. {click here for video)

Before Cadiveu USA entered into its Distribution Agreement with Cadiveu Brazil, we were assured that Cadiveu’s chemists were
not relying on formaldehyde in their formulas. To confirm this, we hired an independent lab m test tha pmductl thoroughly.
The results of this test firmed that the does not in f Idehyde as a f i gredient in the hair

smoothing process. As a result we felt confident that we were offering a safe product, which is our primary concemn.

In recem weeks there have been rumors regarding various brands their formaldehyde content, as well as an abundance of

about fi Idehyde in general. To add these and to our own about
these complex issues, Cadiveu USA engaged the services of a number of leading scientific experts to provide additional
information and testing.

Il is important to understand lhat trace amounts of formaldehyde naturally and notmally exists all around us. Traces of

are found y in the air and in many types of foods includi grown and carrots. Trace
of fi are even ly exhaled in our breath, so there is no escaping it. Fortunately at these trace levels,
formaldehyde is considered safe, even though we are constantly exposed. The good news is; experts who have examined the

Cadiveu formula and/or tested the Cadiveu brand in salons while the services are being performed have found that

salon profi are not exposed to levels that exceed OSHA's recognized safe levels of exposure for formaldehyde.
Cadiveu USA is i to ing salon pi ionals about the safety of our products and how to create a safe work
L for both s and salon professionals. To this end we performed another series of in-depth tests, using state-

of-the-art technology to further examine the components of the Cadiveu formula. We conducted scientific tests at both room
temperature and at 450°F to simulate the conditions of use in salons, e.g. heated with a flat iron. The results of these tests show
formaldehyde levels in the product are below 0.0002% or 2/10,000 percent and is therefore considered safe. Also as mentioned
above, knowledgeable experts in the field believe that salon professionals' exposure are within levels considered safe by Federal
OSHA.

Cadiveu has been a leading provider of products in the Brazilian Keratin category. In the past, Cadiveu manufactured products
which were sold under many names in the US markeL including the best known brand names. Cadiveu has a full range of hair
care product. During the last 5 years these ¢ began lacing the ine Cadiveu prod with
products from other f s while continuing to sell the onglnal Cadiveu Smoothlng formula. In the last two years the best
kncmn of these companies began repacking the Cadiveu Smoothing Solution into their own packaging. We engaged an

dent Lab, who ived and tested a sealed bottle of Brazilian BlowOut Acai S hi ion and has that
this repadxaged formula is different than the original Cadiveu formula. Any claims by Brazilian Blowom or any other brand of an
association with Cadiveu Brazil or Cadiveu USA or that the test results we have cited regarding Formaldehyde, in anyway

P their prod are false and mi di

To ensure that you are getting the best and original products, only purchase those with the Cadiveu brand name clearly shown on
the packaging.

We remain confident that Cadiveu USA is offering safe products for use in salons. Of course, we continue to ask that salon
pfofessuonals always follow the manufacturer's instructions and heed all precautions, as well as to adhere to safe working
while g keratin i ing service with our products.

P P &

Here are some basic guidelines that should be followed:

« Dry the hair to 80% after using the Cadiveu Anti Residue Shampoo and before applying the
Thermal Raconslmcmn Soumon

« Follow our p and do not over saturate the hair with the
Thermal Reconstruction Solution.

« Use a warm setting, not hot, when blow drying the hair after product application.

« Follow the fiat iron fot each hair type.

« Perform all chemical services, such as hair g and hair ing in a well d area.

« Wear goves while applying the products and avoid skin contact, since these products can in some cases cause irritation to
sensitive ski

For press or media inauiries. nlease contact:

(Screen shot taken Mar. 4, 2011, http://www.cadiveuusa.com/safe effective.html)
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B.

PROFESSIONAL

Cadiveu Brand Continues Complete Investigation

Cadiveu USA is pleased to announce our air quality monitoring of the salon working environment testing has arrived. We adhere to the
highest standards for monitoring air quality so that we could salon limits. To do so, we utilized Active Pump
Monitoring which s preferred by OSHA and other regulatory authorities as it provides the most accurate and useful information.

Our results indicate that while performing a Cadiveu Keratin Ti Stylist gas is less than 0.097 ppm®,
while the most stringent Occupational Safety And Health Administration (OSHA) standard Is 0.5 ppm*. Therelore, exposures are more than
five times below the level considered safe by OSHA. Client were lower, 0.063 ppm’, or almost 8
ti I A's most stringent exposure level.

We also commissioned a Quantitative 13C NMR test. The NMR (nuclear has long been an invaluable
analytical method in the scientific industry for is and The power of NMR
spectroscopy is truly unparalleled in the arena of i of organic and i

The results of the 13C NMR test confirm that the Cadiveu Brazil Cacau Thermal Reconstructive Solution has a Free Formaldehyde level of
0.0010%.

All of our testing to date clearly demonstrates that Cadiveu Brazil Cacau brand of products ingredients and salon exposures are well below
standards for safely set by governmental agencies.

Our studies also demonstrate the need for consumers o ask their salon ional about proper ventilation. Poor salon failing
to follow or using ive amounts of product on the hair, has resulted in irritation
for clients and salon i Itis clear that if to the salon services are not utilized, many types of professional
salon treatments may expose salon to irritating or itizing levels of vapors and dusts.

Thls can be seen with the use oI many types of professional products ranging from hair color to nail products and other professional

roducts i for the pi That is not to say that these types of professional services should not be used. Rather,
Il should remind consumers to rely on your salon professional with a demonstrated track record of integrity and trust. Ask questions about
the products used in your services and about the salon ventilation systems, no matter what types of services are being performed.

Cadiveu USA is itted to of this very real issue. We are working to provide honest,
accurate and complete information to the public and pmtessnonal beauty industry.

Our own research has conti for proper salon ventaltion. Lilly Balasanyan, President of Cadiveu
USA and owner of Envy Salon nnd Spa (Sherman Oaks CA) is so that she is

involved in testing ventilation systems. Our team from Brazil is continuing their work and is shamg the results of the scientific testing they
have conducted in other parts of the world. Our panel of experts that include Doug Schoon of Schoon Scientific, David Steinberg of
Steinberg and Associates, Howard Baker of Product Inlegrlly Labs and others continue Io help us identify ways to create a greater
understanding for safety in our industry. We have ional Beauty and are working with them to become a
founding member of a proposed council of the hair smoothing calegory in professional salons.

(Screen shot taken Mar. 18, 2011, http://www.cadiveuusa.com/investigates.html)

Cadiveu Bases Formaldehyde Content Claims on “13C NMR Methods” that Treat
Formaldehyde Gas Separately from Formaldehyde in Solution
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XII. Global Keratin (“GKHair”) Products

A.

B.

OF THE FRENCH CONSUMERS

GKhair is committed to safety, education, customer service and support to hair care professionals.

Over the past few months there has been significant negative publicity over one of our competitor's
false claims. The negative press has caused the questioning of the category as a whole.

Since the inception of Global Keratin the company has been in full compliance with all regulations
worldwide and never made any false claims. In our old formulas Global Keratin used Methylene
Glycol (CAS: 463-57-0) in our products. Unfortunately, the government is confusing the ingredient
Formaldehyde (CAS: 50-00-0) with Methylene Glycol. Despite the fact one is a gas and the other a
liquid, the authorities are treating these different compounds as if they are the same, even using
the words interchangeably.

While our competitors have chosen to invest their time and energy into fighting the authorities over
correct methods of testing and publishing argumentative press releases, we at Global Keratin
chose to invest our time into research and development.

As a result of our efforts, we have developed a patented new product ‘Light Tame’. This new
formula produces greater results such as superior shine, increased softness and improved
manageability, our customers feedback is that this product works even better than the previous
formulas.

This product passes the ‘officiall HPLC method of testing. As you will see below the HPLC test
results from a lab in Canada and one in the USA are well below the required 0.2% passing all
safety requirements, even if the Light Wave Strawberry did not present particular
contraindications.

(Screen shot taken Mar. 4, 2011)

Select Language

IS REBRANDING AS GKHAIR

Home Products About Us Events Gallery Contact Us

Become a Distributor

WiIT

Salon Finder

S LIGHT TAME
ey FORMULA

Europe, Canada and Australia

Training and C
Opportunities fo

(Screen shot taken Mar. 7, 2011, http://www.globalkeratin.com/)

Press Release Omits Formaldehyde Risk Information and Implies that Its Product
Is Safe by Stating that “the company has been in full compliance with all
regulations worldwide and never made any false claims” and that “the
government is confusing . . . Formaldehyde . . . with Methylene Glycol”

Homepage States that New Light Tame Formula “Available Only In Europe,
Canada and Australia,” Suggesting Original Formula with Methylene Glycol Is
Still on U.S. Market

-
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XIII. QOD

QOD Omits Formaldehyde Risk Information Even Though It Recognizes that
“Formaldehyde Free” Claims Constitute Marketing Gimmicks

(O ) A TR R R AT AN KER ATINI

Notes on Formaldehyde

1d there

vithout formaldehyde or an

(Screen shot taken Mar. 4, 2011, http://www.qodusa.com/notes-formaldehyde.shtml)
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EXHIBIT C




Recall of Cosmetic Product Brazilian Blowout™ Acai Professional Smoothing Solution
Issue

The Irish Medicines Board and the Health Service Executive’s Environmental Health Service is
warning Irish consumers that the Brazilian Blowout™ Acai Professional Smoothing Solution,
manufactured by Brazilian Blowout of California, has been found to contain levels of formaldehyde in
excess of that permitted for inclusion in cosmetic products under European and national legislation.
Testing has shown that this specific product contains formaldehyde levels in excess of the permitted
level of 0.2% when used as a preservative.

The specific product that is implicated in this case is Acai Professional Smoothing Solution. This is
marketed as “professional use” only and is known to be available at hairdressing salons across
Ireland. No other product within the Brazilian Blowout Range is currently implicated.

Hair stylists who use the Brazilian Blowout Acai Professional Smoothing Solution should
immediately stop using this product.

Of Concern

Formaldehyde is a known irritant and sensitizer. Chronic inhalation over a long period of time can
lead to more serious health consequences.

The product has the potential to induce undesirable effects during application to the hair. The
application process includes heating, through blow drying and using straightening irons, which may
cause the formaldehyde to vaporise. Exposure to formaldehyde above the allowed limits places
stylists, the person to whose hair the product is applied and those within the immediate vicinity at
increased risk.

In particular, hair stylists applying this hair smoothing product, and persons to whom it is applied,
may experience undesirable effects. Typically, these may include smarting of the eyes, irritation to the
nose and throat, and breathing difficulties.

Actions to be Taken By Consumers

There is no cause for concern for persons who have used this product and not experienced any
undesirable effects.

If you have experienced any undesirable effects with this product we advise you to seek medical
attention.

In addition, undesirable effects associated with the use of cosmetics can be reported to the IMB using
the Undesirable Effects Report form available on the IMB website.

Actions Taken By IMB & HSE

We are working with the Irish distributor to address this issue. We can confirm that distribution of the
Brazilian Blowout Acai Professional Smoothing Solution product has ceased and hairdressing salons
have been notified not to use it.

Recall of stocks of the product from hairdressing salons is in progress.


http://www.imb.ie/EN/Publications/Publications/Cosmetic-product-undesirable-effect-report.aspx?page=1&year=0&categoryid=&letter=&q=

Related Product Recalls

A number of similar products containing levels of formaldehyde in excess of permitted levels have
been recalled over recent months. Links to obtain further information are outlined below:

e Brazilian Keratin Treatment - Marcia Teixeira issued 14/06/10
http://www.consumerconnect.ie/eng/News + Research/Product Recalls/marcia-teixeira-hair-
products.html

e (Global Keratin, Functional Keratin Hair Taming System Blond/Light Wave coloured “chocolate”

o Kerastraight Treatment issued 20/08/10

http://www.consumerconnect.ie/eng/News + Research/Product Recalls/KeraStraight hair tr
eatment withdrawn.html

e Keratin Complex Smoothing Therapy- Blonde Hair & Natural Keratin Smoothing Treatment
issued 12/08/10

http://www.consumerconnect.ie/eng/News + Research/Product Recalls/Keratin Complex produ
cts withdrawn.html

Further Information

Further information relating to this issue can be provided to consumers and health professionals
through contacting the IMB and HSE as indicated below:

Irish Medicines Board (cosmetics@imb.ie; 00353-1-6764971)

Environmental Health Service (maurice.mulcahy@hse.ie)



http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/marcia-teixeira-hair-products.html
http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/marcia-teixeira-hair-products.html
http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/KeraStraight_hair_treatment_withdrawn.html
http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/KeraStraight_hair_treatment_withdrawn.html
http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/Keratin_Complex_products_withdrawn.html
http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/Keratin_Complex_products_withdrawn.html
mailto:cosmetics@imb.ie
mailto:maurice.mulchay@hse.ie

Concerns Relating to use of Certain Hair Straightening Products — Update

Issue

The Irish Medicines Board and HSE’s Environmental Health Service is warning Irish consumers of
concerns relating to the use of a number of hair straightening products, many of which are marketed

as providing a “12 week blow-dry” effect.

At this time, concerns specifically relate to the products shown in tables 1 and 2 which are marketed
as “for professional use” and are known to be available at hairdressing salons across Ireland.

Brand Product

Marcia Teixiera Brazilian Keratin Treatment

Global Keratin Functional Keratin Hair Taming System Blonde/Light Wave Coloured
Chocolate

Kerastraight Kerastraight Treatment

Coppola Keratin Complex Smoothing Treatment Blonde Hair

Coppola Keratin Complex Natural Keratin Smoothing Treatment

Brazilian Blowout Acai Professional Smoothing Solution

Soft-Liss Professional Line Keratin Treatment

Table 1: Cosmetic products found to contain high levels of formaldehyde for which market action has
been taken.

The above products have each been tested and found to contain levels of formaldehyde in excess of
that permitted for inclusion in cosmetic products under European and national legislation. In each case
these products have been found to contain formaldehyde levels in excess of the permitted level of
0.2% when used as a preservative.

Recent Results

Table2 provides an update and includes products that have been recently tested and found to contain
levels of formaldehyde above 0.2%.

Brand Product

Global Keratin Hair taming system with Juvexin — Proline Strawberry — Light Wave

Coppola Keratin Complex Natural Keratin Smoothing Treatment (packaging
differentiated by green coloured presentation of text )

Tahe Thermo Keratin No. 2 Active Treatment

Revitalise Brazilian Keratin Treatment - Seduction

Table 2: Cosmetic products recently found to contain high levels of formaldehyde
Of Concern

Formaldehyde is a known irritant and sensitizer. Chronic inhalation over a long period of time can
lead to more serious health consequences. The above products have potential to induce undesirable
effects during application to the hair. The application process includes heating, through blow drying
and using straightening irons, which may cause the formaldehyde to vaporise. Exposure to




formaldehyde above the allowed limits places stylists, the person to whose hair the product is applied
and those within the immediate vicinity at increased risk.

Hair stylists applying these hair straightening products, and persons to whom these are applied, may
experience undesirable effects. Typically, these may include smarting of the eyes, irritation to the
nose and throat, and breathing difficulties.

Actions Taken By IMB and HSE

Due to the above concerns, action has been taken by both the IMB and HSE to cease distribution of
the products listed above. In the case of the products listed in table 2 actions to cease distribution is
currently on-going. Hairdressing salons are also advised not to use any of the products listed in both
tables 1 and 2. (Note: the IMB undertook the role of Competent Authority for cosmetics on October
I"'. Market action which occurred prior to that time (on the first five products in table 1 above) was
initiated by the Department of Health and Children).

Information For Consumers

Consumers who are considering having hair straightening treatments should consult with their stylist
to reassure themselves that none of the products listed above (which have been tested and found to
contain levels of formaldehyde in excess of the permitted level of 0.2% (as a preservative)) is being
used.

Whilst there is no cause for concern for persons who have previously used these products and not
experienced any undesirable effects, all further use of the above products should be discontinued.

Anyone who has experienced any undesirable effects is advised to seek medical attention and report
the effects associated to the IMB. To report an undesirable effect click here

Information For Hair Stylists

Hair stylists should satisfy themselves that the hair straightening products they are sourcing are
compliant. You should request from your supplier, evidence that the product has been tested for
formaldehyde content and complies to below the 0.2% level. You should also examine the labelling
for the location of the responsible person (EU address) and the ingredient list.

Other names for formaldehyde include Formalin; Morbicid Acid; Methylene Oxide; Methyl aldehyde
and Methylene Glycol. Formaldehyde is only permitted in cosmetic products as a nail hardener (5%)
or as a preservative (below 0.2%). The above products have potential to induce undesirable effects
during application to the hair. The application process includes heating, through blow drying and
using straightening irons, which will cause the formaldehyde to vaporise.

Please note that care should be taken with any of the following ingredients because they also release
formaldehyde: 5-Bromo-5-nitro-1,3-dioxane; 2-Bromo-2-nitropropane-1,3-diol; Imidazolidinyl urea;
Methenamine (Hexamethylene-tetramine); Quaternium-15; DMDM Hydantoin; 4,4-Dimethyl-1,3-
oxazolidine; Diazolidinyl urea; 5-Ethyl-3,7,dioxa-1-azabicyclo[3.3.0]octane; Sodium hydroxymethyl
glycinate; Benzylhemiformal and timionacic acid.

The legal obligation rests with the manufacturer/importer to ensure that all products supplied are
compliant with the requirements of EU legislation and this includes the formaldehyde content being


http://www.imb.ie/EN/Publications/Publications/Cosmetic-product-undesirable-effect-report.aspx?page=1&year=0&categoryid=&letter=&q=

within the permitted level of 0.2% (when used as a preservative). Salon owners should seek
confirmation from their suppliers in this regard. Where there is any doubt regarding the compliance of
the product with the legislation, this should be referred to the IMB.

If you are buying a product over the internet you must carry out the same checks above. If there is no
EU address present on the label you will be considered to be the responsible person for the product.
As such you are legally responsible for ensuring that the product is in compliance with the cosmetics
legislation.

Related Information

Links to obtain further information on market action taken to date in relation to these products can be
obtained as follows:-

e Brazilian Keratin Treatment - Marcia Teixeira issued 14/06/10
http://www.consumerconnect.ie/eng/News + Research/Product Recalls/marcia-teixeira-hair-
products.html

e  Global Keratin, Functional Keratin Hair Taming System Blond/Light Wave coloured “chocolate”

e Kerastraight Treatment issued 20/08/10
http://www.consumerconnect.ie/eng/News_+ Research/Product Recalls/KeraStraight hair_tr
eatment_withdrawn.html

e Keratin Complex Smoothing Therapy- Blonde Hair & Natural Keratin Smoothing Treatment
issued 12/08/10
http://www.consumerconnect.ie/eng/News + Research/Product Recalls/Keratin_ Complex_produ
cts_withdrawn.html

e Brazilian Blowout, Acai Professional Smoothing Solution
http://www.imb.ie/images/uploaded/documents/Recall%200f%20Cosmetic%20Product%20B

razilian%20Blowout™%20Acai%?20Professional%20Smoothing%20Solution%20v2.pdf



http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/marcia-teixeira-hair-products.html
http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/marcia-teixeira-hair-products.html
http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/KeraStraight_hair_treatment_withdrawn.html
http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/KeraStraight_hair_treatment_withdrawn.html
http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/Keratin_Complex_products_withdrawn.html
http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/Keratin_Complex_products_withdrawn.html
http://www.imb.ie/images/uploaded/documents/Recall%20of%20Cosmetic%20Product%20Brazilian%20Blowout%E2%84%A2%20Acai%20Professional%20Smoothing%20Solution%20v2.pdf
http://www.imb.ie/images/uploaded/documents/Recall%20of%20Cosmetic%20Product%20Brazilian%20Blowout%E2%84%A2%20Acai%20Professional%20Smoothing%20Solution%20v2.pdf

EXHIBIT D




UNITED STATES OF AMERICA

FEDERAL TRADE COMMISSION
WASHINGTON, D.C. 20580

Thomas Cluderay
Environmental Working Group
1436 U St. NW Suite 100
Washington, DC 20009

R e R L

Re: FOIA-2011-00160
Brazilian Blowout records

Dear Mr. Cluderay:

This is in response to your request dated November 8, 2010, under the Freedom of
Information Act seeking access to documents relating to Brazilian Blowout. In accordance with
the FOIA and agency policy, we have searched our records, as of November 8, 2010, the date we
received your request in our FOIA office.

We are granting your request for a fee waiver since we have found that the disclosure of
the information you requested is likely to contribute significantly to public understanding of the
operations or activities of the government and that the request is not primarily in your
organization’s commercial interests. See 5 U.S.C. § 552 (a)(4)(A)(i) and (iii).

We have located thirty five pages of responsive records. I am granting partial access to
and am enclosing copies of the accessible records. Six pages, and portions of other pages, fall
within the exemptions to the FOIA’s disclosure requirements, as explained below.

Some responsive records contain staff analyses, opinions, and recommendations. Those
portions are deliberative and pre-decisional and are an integral part of the agency's decision
making process. They are exempt from the FOIA's disclosure requirements by FOIA Exemption
3.5 US.C. §552(b)(5); see NLRB v. Sears, Roebuck & Co., 421 U.S. 132 (1975).

We have located three pages of responsive complaints that consumers have sent to the
Federal Trade Commission (“FTC”). You should know that the enclosed complaints have not
necessarily been verified by the FTC. Therefore, you should make your own judgment about
relying on the information provided. I am denying access to consumers’ names and addresses,
and any other identifying information found in the complaints. This information is exempt from
release under FOIA Exemption 6, 5 U.S.C. § 552(b)(6), because individuals’ right to privacy
outweighs the general public’s interest in seeing personal identifying information. See The Lakin
Law Firmv. FTC, 352 F.3d 1122 (7th Cir. 2003).

If you are not satisfied with this response to your request, you may appeal by writing to
Freedom of Information Act Appeal, Office of the General Counsel, Federal Trade Commission,




600 Pennsylvania Avenue, N.W., Washington D.C. 20580, within 30 days of the date of this
letter. Please enclose a copy of your original request and a copy of this response. If you believe
that we should choose to disclose additional materials beyond what the FOIA requires, please
explain why this would be in the public interest.

If you have any questions about the way we handled your request, or about our FOIA
regulations or procedures, please contact Deanna Edwards at (202) 326-3558.

Sincerely, /

Jé) n E. Fina

Assistant General Counsel
Enclosure




UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

WASHINGTON, D.C. 20580

Office of the Secretary

October 26, 2010

The Honorable Earl Blumenauer

United States House of Representatives
Washington, DC 20515-3703

Dear Representative Blumenauer:

Thank you for your October 5, 2010 letter to the Federal Trade Commission regarding
advertising claims made by the company Brazilian Blowout Inc. about its hair straightening
product, Acai Professional Smoothing Solution. Your letter indicates that recent testing by the
Oregon Occupational Safety and Health Administration revealed significant levels of
formaldehyde in bottles of Brazilian Blowout Solution labeled “formaldehyde-free.” Chairman
Leibowitz has asked me to respond to your letter, and I am happy to do so.

As you know, the Commission enforces Section 5(a) of the Federal Trade Commission
Act, 15 U.S.C. § 45(a), which prohibits unfair or deceptive acts or practices in or affecting
commerce. Sections 12-15 of the FTC Act, 15 U.S.C. §§ 52-55, prohibit the dissemination of
misleading claims for food, drugs, devices, services or cosmetics. An act or practice is deceptive
1f it is likely to mislead consumers acting reasonably under the circumstances and is material —
that 1s, likely to affect a consumer’s decision to purchase or use the advertised product or
service.! An act or practice is unfair if it causes or is likely to canse substantial injury to
consumers that is not reasonably avoidable by consumers themselves and is not outweighed by
countervailing benefits to consumers or to competition.”

In evaluating whether a particular act or practice is deceptive or unfair and warrants
enforcement or any other action, the Commission may consider a number of factors, including
the type of violation alleged; the nature and amount of consumer injury at issue and the number
of consumers affected; and the likelthood of preventing future unlawful conduct. Violations

' Novartis Corp., 127 F.T.C. 580, 679 (1999), aff 'd and enforced, 223 F.3d 783 (D.C.
Cir. 2000); Stouffer Foods Corp., 118 F.T.C. 746, 798 (1994); Kraft, Inc., 114 F.T.C. 40, 120
(1991), aff°d and enforced, 970 F.2d 311 (7th Cir. 1992), cert. denied, 113 S, Ct. 1254 (1993).

* Section 5(n) of the FTC Act, 15 U.S.C. § 45(n); see generally Federal Trade
Commission Policy Statement on Unfairness, appended to International Harvester Co., 104
F.T.C. at 1070-76.




The Honorable Eérl Blumenauer — Page 2

threatening consumer safety are the Commission’s highest priority. Although our mvestigations
are non-public until a resolution is reached, the FTC has brought a number of cases challenging
deceptive representations about cosmetics, including hair care products.?

The concerns raised in your letter also appear to be within the purview of the Food and
Drug Administration (FDA). The FDA enforces the Food, Drug, and Cosmetic Act, which
generally prohibits misbranding, defined as using a false or misleading label, or having a label
that does not contain certain information specified in the Act, such as directions for use of the
product and warnings about potential health or safety dangers.* Pursuant to an FTC-FDA
Liaison Agreement, the FTC has primary responsibility with respect to cosmetics advertising,
while the FDA has primary jurisdiction over cosmetics labeling.” Accordingly, any FTC nquiry
into alleged misbranding of a hair care product typically would entail close consultation and
coordination with the FDA. Indeed, the FDA recently issued a consumer safety alert stating that
it 1s working with state and local organizations, as well as the federal Occupational Safety and
Health Administration, to determine whether Brazilian Blowout and similar products are likely
to cause health problems under the intended conditions of use.®

Thank you for your letter. If you or your staff have any additional questions or
comments or wish to share additional information, please feel free to have your staff contact
Jeanne Bumpus, the Director of our Office of Congressional Relations, at (202) 326-2195.
Please also let us know when we can be of service with respect to any other matter.

Sincerely,

Lonelf § (ohe—

Donald S. Clark
Secretary of the Commission

> E.g., United States v. Goodtimes Entertainment, Ltd , No. 03 CV 6037 (S.D.N.Y. Aug.
11, 2003) (consent decree) ($300,000 redress and civil penalties for deceptive efficacy
claims for Copa hair straightening product); Redmond Products, Inc., 117 F.T.C. 71 (1994)
(consent order) (challenging deceptive environmental claims for Aussie hair products that
contained volatile organic compounds that can contribute to smog formation); Removatron
International Corp., 111 F.T.C. 206 (1988), aff"d, 884 F.2d 1489 (1st Cir. 1989) (requiring
“adequate and well-controlled clinical testing” to substantiate claims for hair removal product).

¥ See 21 U.S.C. § 351 et seq.

® Working Agreement Between the FTC and FDA, 3 Trade Reg. Rep. 19851 (CCH)
(1971).

*Food and Drug Admin., FDA Receives Complaints Associated with the Use of Brazilian
Blowoui (Oct. 18, 2010) (“The composition of the products and the labeling, including use
nstructions and any warning statements, will be factors in this determination. One safety issue
we’ll be evaluating is whether formaldehyde may be released into the air after the product is
applied to the hair and heated.”), available at
www.fda.gov/Cosmetics/ProductandingredientSafety/ProductInformation/ucm?228898 htm.
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Edwards, Deanna

From: Engle, Mary Koelbel

Sent: Friday, October 22, 2010 12:00 PM

To: Atleson, Michael; Fentonmiller, Keith

Subject: RE: HOT LETTER FROM REPRESENTATIVE BLUMENAUER ASSIGNED TO BCP, OFFICE

OF THE DIRECTOR, (DANIEL KAUFMAN)

Attachments: Brazilian Blowout Response 10-22-10.wpd

Here's the tweaked version as per Claudia's email yesterday.

From: Atleson, Michael

Sent: Thursday, October 21, 2010 9:43 PM

To: Engle, Mary Koelbel; Fentonmiller, Keith

Subject: FW: HOT LETTER FROM REPRESENTATIVE BLUMENAUER ASSIGNED TO BCP, OFFICE OF THE
DIRECTOR, (DANIEL KAUFMAN)

b)(©)

From: Delorme, Christine L.

Sent: Thursday, October 21, 2010 6:16 PM

To: Atleson, Michael

Subject: RE: HOT LETTER FROM REPRESEMTATIVE BLUMENAUER ASSIGNED TO BCP, OFFICE OF THE
DIRECTOR, (DANIEL KAUFMAN)

Jon’'s fine with tossing this to the FDA —thanks!

From: Atleson, Michael

Sent: Thursday, October 21, 2010 4:16 PM

To: Delorme, Christine L.

Subject: FW: HOT LETTER FROM REPRESENTATIVE BLUMENAUER ASSIGNED TO BCP, OFFICE
OF THE DIRECTOR, {DANIEL KAUFMAN)

I understand we normally don't send these draft responses to you until after OPA and OGC have
reviewed them, but since we had discussed it, | wanted you to see DAP's view of the matter —
like you thought may be the case, DAP sees it as an FDA thing. Il send it to you again after the
OPA and OGC review.

From: Atleson, Michael

Sent: Thursday, October 21, 2010 4:13 PM

To: Simons, Claudia A.; Watts, Maranne R.; Harrison, Lisa M.

Subject: FW: HOT LETTER FROM REPRESENTATIVE BLUMENAUER ASSIGNED TO BCP, OFFICE
OF THE DIRECTOR, (DANIEL KAUFMAN)

Hifolks. Here is a draft response from the Division of Advertising Practices.

Mike Atleson

117162010
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Acting Chief of Staff
Bureau of Consumer Protection

From: Taylor, Susan

Sent: Wednesday, October 13, 2010 12:42 PM

To: Kaufman, Daniel; Agarwal, Binoy; Anderson, Emily L.; Bak, Patricia; Bumpus, Jeanne; Clark,
Donald S.; Cook, Barbara A.; Comish, Alexis (Contractor); Dawson, Rachel Miller; Delaney,
Elizabeth; Dickie, Judith A.; Feuer, Stacy: Goins, Suzie S.; Hann, Carolyn Lee; Kestenbaum, Janis;
Kim, Laura; Kingsland, Gail M.H.; Kraus, Elizabeth; Lowry, Carolyn; Norris, Catherine; Pyos,
Monica M.; Reisberg, Jacob; Runco, Philip; Schneider, Chares; Simons, Claudia A.; Smith,
Virginia; Tabor, April; Vandecar, Kim; Winerman, Marc; Young, June

Subject: HOT LETTER FROM REPRESENTATIVE BLUMENAUER ASSIGNED TO BCP, OFFICE OF
THE DIRECTOR, (DANIEL KAUFMAN)

Importance: High
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