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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)
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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
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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



 
 
 
 
 
 

EXHIBIT B 
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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”  
 

 
(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” 

 

 
(Screen shot taken Mar. 4, 2011, http://www.softliss.com/ingles/morango.htm) 
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C.   Product Page for Other R&L Soft-Liss Professional Line Products Make 
“Formaldehyde Free” Claims 

 

 
 

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

 

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

 

 
(Screen shot taken Mar. 4, 2011, 

http://www.softliss.com/ingles/escova.htm) 
 

 
(Screen shot taken Mar. 4, 2011, 

http://www.softliss.com/ingles/algas.html)
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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”  

 

 
 

(Screen shot taken Mar. 4, 2011, http://keragreensystem.com/index2.html) 
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III.  Tahe Thermo Keratin Hair Treatment 
 

Website Claims Product Is “Formol free”  
 

 
 

(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) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



	
   5	
  

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” 
 

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

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

 

 
(Screen shot taken Mar. 4, 2011, http://silkeningtechnologies.ca/technology/) 
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V.  Brazilian Gloss Brazilian Keratin Treatment 
 

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

 
 

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

 
 

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

 
 

(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” 

 

 
 

(Screen shot taken Mar. 4, 2011, http://braziliankeratin.com/blog/2010/10/response-to-recent-reports-
concerning-formaldehyde/) 
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VIII.  IBS i-Straight System 
 
A.  Webpage States that Product Is “The safest . . . system for straightening” 
 

 
 

(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” 
 

 
 

(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”  
 

 
 

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

 
(Screen shot taken Mar. 7, 2011, ) 
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X.  Brazilian Blowout Açai Professional Smoothing (“Original”) Solution 
 
A. Original Labeling for Brazilian Blowout Açai Professional Smoothing Solution 

Bottle Made “Formaldehyde Free” Claim 
 

 
 
B.  Brazilian Blowout’s Product Page for Its Original Formula Used to State that 

Product “CONTAINS NO FORMALDEHYDE”  
 

 
(Screen shot taken Feb. 10, 2011, About Brazilian Blowout, http://www.brazilianblowout.com/About_Us) 
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C. Amended Product Information and Labeling Now Make No Mention of 
Formaldehyde, Thus Materially Omitting Formaldehyde Risk Information  

 

 
(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.” 

 

 
 

(Screen shot taken Mar. 4, 2011, http://www.cadiveuusa.com/safe_effective.html) 
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B. Cadiveu Bases Formaldehyde Content Claims on “13C NMR Methods” that Treat 
Formaldehyde Gas Separately from Formaldehyde in Solution 

 

 
 

(Screen shot taken Mar. 18, 2011, http://www.cadiveuusa.com/investigates.html) 
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XII.  Global Keratin (“GKHair”) Products 
 
A. 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” 

  

 
(Screen shot taken Mar. 4, 2011) 

 
B. 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 

 

 
 
 

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

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

 

 
 

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

 
 
 

	
  



 
 
 
 
 
 

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: 

 Brazilian Keratin Treatment - Marcia Teixeira issued 14/06/10 
http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/marcia-teixeira-hair-
products.html 

 Global Keratin, Functional Keratin Hair Taming System Blond/Light Wave coloured “chocolate” 
 Kerastraight Treatment issued 20/08/10 

http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/KeraStraight_hair_tr
eatment_withdrawn.html 

 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 
1st. 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:- 

 Brazilian Keratin Treatment - Marcia Teixeira issued 14/06/10 
http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/marcia-teixeira-hair-
products.html  

 Global Keratin, Functional Keratin Hair Taming System Blond/Light Wave coloured “chocolate” 
 Kerastraight Treatment issued 20/08/10 

http://www.consumerconnect.ie/eng/News_+_Research/Product_Recalls/KeraStraight_hair_tr
eatment_withdrawn.html 

 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 

 Brazilian Blowout, Acai Professional Smoothing Solution 
http://www.imb.ie/images/uploaded/documents/Recall%20of%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
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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
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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
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