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10/28/2010 TelephoneLOS-DO LOS-DO Consumer

On 9/11/10, Complainant (31 y/o female), manicurist at  
, developed headache, nausea, fatigue and anxiety 

symptoms whenever Brazilian Blowout used at the salon.  She 
confided this to her stylist/friend at the salon and discovered that 
she too had same reaction.  Also, her friend's long time (7 yrs) 
customer, (64 y/o female), an asthmatic, never used an inhaler, 
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 suffers with 
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.

Non-Life 
Threatening 
Injury/Illness

In Progress - Pending 
Evaluation

Severe 
Respiratory 
Distress 
Syndrome/Bronc
ho-constriction 
or bronchospasm

Notify
DEIO/EMOPS?

Notification
Date

Attended
Health Professional?

Required
Hospitalization?

Reported
Complaint To?

Emergency Room /
Outpatient Visit?

Need addnl.
FDA Contact?

Complaint/Injury

Complaint Description Adverse Event
Date

Adverse Event
Result

Injury / Illness

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

Complainant Identification
Name Address

United States Food and Drug Administration
Consumer Complaint / Injury  Report

Complaint 
Date

COMPLAINT

Receiving
Organization

Accomplishing
District

How
Received

Complaint
Source

Complaint
Status

Yes 11/02/2010 Not Report 
to Other 
Source

Remarks
Complaint reported to salon owner

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

Complaint
Received By
Lee,Franklin 

 # 117387

(b) (6)

(b) (6)

(b) (4)
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Complaint # 117387

Headache

Nausea
Fatigue, weakness

Difficulty breathing

CARDIOVASCULAR

GASTROINTESTINAL
MUSCULO-
SKELETAL
RESPIRATORY

3 Hours

4 Hours
4 Hours

4 Hours

1 Days

1 Days
4 Weeks

4 Weeks

onset at home after 
exposure at salon
duration same as headache

Product and Labeling

Brand Name
Brazilian 
Blowout

Product Name
hair conditioner

Product Code
53ED-03

Product  Description
Hair Straighteners (Hair 
Preparations, Non-coloring);Liquid, 
Lotion

PAC
29R801

Qty / Unit / Package

  

Lot/
Serial #

Exp/Use
by Date

Purchase
Date

Product
Used
No

Amount 
Consumed/Used

Date
Used

Date
Discontinued

Amount
Remained

Imported
Product?
No

Country of
Origin

Label
Remarks

Problem Ingredient Group

Name Address

Retail

Manufacturer/Distributor

FEI Name & Address Home District Firm Type

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

LOS-DO Warehouse-
Ambient Storage

Initial Evaluation/Initial Disposition

Problem Keyword Problem Keyword Details
Reaction respiratory impairment exposure to hair care product

Health Care Professional
Provider Name Address Occupation

Hospital Information

Hospital Name Address Dates of Stay

Symptom System Affected Onset Time Duration Remarks

Complaint Symptoms

UPC Code

Emergency Room/Outpatient Visit

Hospital Name Address

Phone

Phone

Phone

ER Date

(b) (4)



3Page: ofDate: 02/08/2011 5

Complaint # 117387

Initial Evaluation Initial Disposition Disposition Made By Disposition Date
FDA Action Indicated Immediate Follow-Up 11/02/2010Lee,Franklin 

Org Name
LOS-DO

HHS Mail Code
HFR-PA200

Initial Disposition Remarks
This CC is OSHA and EPA applicable.

Referrals

There are no Adverse Event details for this Complaint.
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Birth Date Age Gender Race Application Place Reason for Use

Body Application Site

31 Female Question 
Not Asked

Salon/SPA Hair Preparations (Non-
Coloring)

Hair

Were Other Products
Used on same Site?

Yes, identify in 
Other Products Used

Any Preexisting Conditions? Current StatusTreatment?Total Duration Time
No

Brazilian Blowout Conditioner

strong chemical odor resembling presence of formalahyde

Last Time
Product Used

Other Products
Used

COSMETICS

Remarks

Product Name hair conditioner Product Code  53ED-03      

Directions Were Directions
Followed?

Reaction Site

Unknown

Chest

Complaint # 117387

How Long
Product Used?

How Frequent
Product Used?

Was Product Used in
'Off  Label' Manner?

Product Used
'Off  Label' Manner
Description

Warning Statements
on Label?

Warning
Statements

Medical Diagnosis Medical Treatment

N/A

Unknown
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Grouped Follow - Up Operations

COMPLAINTS FOLLOW - UP 

Operation
Id

Operation
Code

Assignment
Number

Accomplishing
Organization

Performing
Organization

Sample
Number

PAF Status Status
Date

Disposition Summary

Responsible
FEI

Firm TypeNameIs Consumer 
Responsible?

Address

Follow-Up Disposition Disposition Made By Disposition Date

Follow-Up Sent To

Organization Name HHS Mail Code

There are no Follow Up Operations related to this complaint.

Disposition Remarks

Complaint # 11738



1Page: ofDate: 02/08/2011 5

Burning
Difficulty breathing
Eye irritation
Other Blood and Lymphatic

SKIN
RESPIRATORY
NERVOUS
BLOOD OR 
LYMPHATIC

10/15/2010 TelephoneLOS-DO LOS-DO Consumer

Complainant (female, 42 y.o) hairstylist @  
experienced instant burn in eye, sinus and ear canal congestion 
upon initial exposure to Brazilian Blowout hair care product. At 
time of this complaint, Complainant had presence of blood 
whenever nose is blown.  Subsequent exposure to (4X) the 
product created respiratory distress to extent that she cannot take 
deep breaths. Complainant was seen by opthomologist @  

 and dx symptoms including blepharitis, (chronic 
inflammation of eyelids caused by backup in meibomian gland). 
Posterior side of eye.

Non-Life 
Threatening 
Injury/Illness

~ 9/2010

 Immediate
 Immediate
 Immediate
2 Hours

1 Days
 Persists
3 Days
2 Minutes nose bleed; intermittent

 Optomatrist

Follow Up Requested

Other - identify 
in Remarks

Notify
DEIO/EMOPS?

Notification
Date

Attended
Health Professional?

Required
Hospitalization?

Reported
Complaint To?

Emergency Room /
Outpatient Visit?

Need addnl.
FDA Contact?

Complaint/Injury

Complaint Description Adverse Event
Date

Adverse Event
Result

Injury / Illness

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

Complainant Identification
Name Address

United States Food and Drug Administration
Consumer Complaint / Injury  Report

Complaint 
Date

COMPLAINT

Receiving
Organization

Accomplishing
District

How
Received

Complaint
Source

Complaint
Status

Health Care Professional
Provider Name Address Occupation

Hospital Information

Hospital Name Address Dates of Stay

Yes 11/05/2010 Yes Yes

Symptom System Affected Onset Time Duration Remarks

Remarks
Severe irritation of eyes and respiratory system. Possible presence of formalahyde in products

Complaint Symptoms

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

Complaint
Received By
Lee,Franklin 

Phone

Phone

 # 117544

(b) (6)

(b) (6)

(b) (4)

(b) (6)

(b) (6)
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Complaint # 117544

Product and Labeling

Brand Name
Brazilian 
Blowout

Product Name
Hair straightening & 
conditioner

Product Code
53ED-03

Product  Description
Hair Straighteners (Hair 
Preparations, Non-coloring);Liquid, 
Lotion

PAC
29R801

Qty / Unit / Package

  

Lot/
Serial #

Exp/Use
by Date

Purchase
Date

Product
Used
No

Amount 
Consumed/Used

Date
Used

Date
Discontinued

Amount
Remained

Imported
Product?
Yes

Country of
Origin
Brazil

Label
Remarks

Problem Ingredient Group

Name Address

Retail

Manufacturer/Distributor

FEI Name & Address Home District Firm Type

3007129680
3008575862

3008593985

Cadiveu Cosmeticos Martim De Sa 75  Sao Paulo  Brazil 
Brazilian Blowout 10615 W Vanowen St  Burbank California 
United States 91505-1136
Brazilian Blowout 6855 Tujunga Ave  North Hollywood 
California United States 91605-6312

LOS-DO

LOS-DO

Manufacturer
Warehouse-
Ambient Storage
Corporate 
Headquarters

Initial Evaluation/Initial Disposition

Problem Keyword Problem Keyword Details
Reaction
Off-Odor
Chemical

respiratory impairment
strong chemical odor
possible presence of formalahyde

Initial Evaluation Initial Disposition Disposition Made By Disposition Date
FDA Action Indicated Immediate Follow-Up 11/05/2010Lee,Franklin 

Org Name
LOS-DO

HHS Mail Code
HFR-PA200

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

Referrals

UPC Code

Emergency Room/Outpatient Visit

Hospital Name Address Phone ER Date

(b) (4)
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Complaint # 117544

There are no Adverse Event details for this Complaint.
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Birth Date Age Gender Race Application Place Reason for Use

Body Application Site

42 Female Question 
Not Asked

Salon/SPA Hair Preparations (Non-
Coloring)

Hair

Were Other Products
Used on same Site?

Unknown

Any Preexisting Conditions? Current StatusTreatment?Total Duration Time
Improved

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

Last Time
Product Used

Other Products
Used

COSMETICS

Remarks

Product Name Hair straightening & conditioner Product Code  53ED-03      

Directions Were Directions
Followed?

Reaction Site

Unknown

Chest

Complaint # 117544

How Long
Product Used?

How Frequent
Product Used?

Was Product Used in
'Off  Label' Manner?

Product Used
'Off  Label' Manner
Description

Warning Statements
on Label?

Warning
Statements

Medical Diagnosis Medical Treatment

Unknown
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Grouped Follow - Up Operations

COMPLAINTS FOLLOW - UP 

5115331
5115328

5115331
5115331
5115331
5115331
5115331
5115331

Operation
Id

Operation
Code
31
13

31
31
31
31
31
31

Assignment
Number

Accomplishing
Organization

Performing
Organization

Sample
Number

PAF Status Status
Date

1234283
1234283

1234283
1234283
1234283
1234283
1234283
1234283

LOS-DO
LOS-DO

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

LOS-IB-RY
LOS-IB-RY

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

657709

657709
657709
657709
657709
657709
657709

Completed
Awaiting 
Endorsemen
t
Completed
Completed
Completed
Completed
Completed
Completed

12/17/2010
12/14/2010

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

Disposition Summary

Responsible
FEI

Firm TypeNameIs Consumer 
Responsible?

Address

Follow-Up Disposition Disposition Made By Disposition Date

Follow-Up Sent To

Organization Name HHS Mail Code

Disposition Remarks

Complaint # 11754


