September 27, 2016

BRAZILIAN BLOWOUT
28001 DOROTHY DR
AGOURA HILLS, California 91301

To Whom It May Concern:

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

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

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5100 Paint
Branch Parkway, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 199772.

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

Sincerely yours,

/

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

LCDR, U.S. Public Health Service

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

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure
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At the end of a 3 hour hair treatment at a salon, I started having headaches, earaches,
burning eyes. The headaches have persisted and worsened for the past 36 hours. As I am
reporting this, I still have severe headaches, my eyes sting, my ears hurt. Earlier in the
day, when I tried to exercise, I felt some chest burning, minimal. That symptom has subsided.
The hair process was for Cezanne Perfect Finish Keratin Smoothing treatment. All I want to do

is sleep or lie down. I can't go to work or engage in social activities, It has only been
about 36 hours.

e e S A T } -

none

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

Medical Conditions: none
Allergies: none
Important Information: healthy, no medications

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

OTC Meds: sometimes Tums, vitamin D, ibuprofen
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allergies, pregnancy, smoking and alcohol use, liver/kidney problems, etc.)

See additional page(s) for complete text,

C. PRODUCT AVAILABILITY
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At the end of a 3 hour hair treatment at a salon, I started having headaches, earaches,
burning eyes. The headaches have persisted and worsened for the past 36 hours. As I am
reporting this, I still have severe headaches, my eyes sting, my ears hurt. Earlier in the
day, when I tried to exercise, I felt some chest burning, minimal. That symptom has subsided.
The hair process was for Cezanne Perfect Finish Keratin Smoothing treatment. All I want to do

is sleep or lie down. I can't go to work or engage in social activities, It has only been
about 36 hours.
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none

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

Medical Conditions: none
Allergies: none
Important Information: healthy, no medications

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

OTC Meds: sometimes Tums, vitamin D, ibuprofen
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October 21, 2016

CEZANNE PROFESSIONAL HAIR
PRODUCTS

55 SE 2nd Avenue

Delray Beach, Florida 33444

To Whom It May Concern:

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

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

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5001
Campus Drive, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 199927.

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

Sincerely yours,

G

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

LCDR, U.S. Public Health Service

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

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure



Receipt No: RCT-7205

All dates displayed in the report are in EST(GMT-05:00) time zone

Basic Details

CTU No.: FDA-CDER-CTU-6421
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CTU FDaARS0B Eord6-Oct-2016

Total Pages: 4

Company Unit CDER-CTU Originating Account FAERS

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

FDA Received Date 06-Oct-2016 | CTU Received Date | 06-Oct-2016
CTU Triage Date
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Assign To User

User/Group
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Generated by: system
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Receipt No: RCT-7205
Section A - About the Problem

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

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

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

I|

Noticed a problem with the quality of the product

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

CTU No.: FDA-CDER-CTU-6421

Department: CFSAN
CTU FDARSWB &Ford-Oct-2016

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

D Hospitalization - admitted or stayed longer

Required help to prevent permanent harm (for medical devices only)

Disability or health problem

Birth defect

Life-threatening

Death

D Other serious/important medical incident

Date of Death

Date the problem occurred

13-Jul-2016

Tell us what happened and how it happened (Include as many details as possible)

I had a Brazilian Blowout on my hair on July 13, 2016. By the next day I had an itchy face, numbness/tingling feeling on my face and flu
like symptoms with nausea and diarrhea. I contacted my hairdresser and she had never heard of such symptoms. After 1 week of dealing
with these symptoms [ asked if I could get the product removed from my hair. My hairdresser contacted the company and was able to get
me the MSDS and was told to use their anti-residue shampoo to wash it out. My first wash out was on July 23, 2016 . I continued having
symptoms and they progressed over time to have periods of itchy/numbness throughout my entire body,. I have had several Dr's
appointments as a result and have had my hair dresser try to wash it out several times. Below is a summary of Dr's appointment's to date

List any relevant tests or laboratory data if you know them (Include dates)

Section B - About the Products

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

BRAZILIAN BLOWOUT ACAI PROFESSIO

1of1

Name of the company that makes
(or compounds) the product

Brazilian Blowout

Is the Product Compounded?
(Your health professional may be
able to help you identify whether
the drug was compounded.)

Yes

Is the Product Over-the-Counter?

Expiration date

Lot number

NDC number

Strength (for example, 250 mg per
500 ml or 1g)

If Other

Quantity

If Other

Frequency

If Other

How was it taken or used

Other

If Other

hair

Date the person first started
taking or using the product

Date the person stopped taking or
using the product

Did the problem stop after the
person reduced the dose or
stopped taking or using the
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CTU No.: FDA-CDER-CTU-6421
Department: CFSAN
Receipt No: RCT-7205 CTU FDARSB Forb-Oct-2016
product? Total Pages: 4

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

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

Why was the person using the product? (such as what condition was it supposed to treat)

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(?lthe1)~ identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem

Person's Initials ge

Sex Female

Age (specify unit of time for age)

Date of Birth (b) (6)
Weight
Ethnicity (Choose only one) Not Hispanic/Latino
Race (Choose all that app]y) American Indian or Alaskan Native
D Native Hawaiian or Other Pacific Islander
Asian
White

D Black or African American

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

Generated by: system Generated on: 06-Oct-2016 11:15:53 Page 3 of 4



CTU No.: FDA-CDER-CTU-6421
Department: CFSAN
Receipt No: RCT-7205 CTU FDARSB Forb-Oct-2016

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

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

List all current prescription medications and medical devices being used.

neurontin

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

zyrtec

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Product Name
Strength | If Other |
Therapy Start Date
Therapy End Date

Section E - About the Person Filling Out This Form

Last name (b) (6)

First name (b) (6)
Number/Street (b) (6)

City (b) (6)
State/Province ®)©)
Country USA

ZIP or Postal code (b) (6)
Telephone number (b) (6)
Email address (b) (6)
Today's date 06-Oct-2016

Did you report this problem to the| Yes
company that makes the product
(the manufacturer/compounder)?
If you do NOT want your identity D
disclosed to the manufacturer,
place an X in this box :

Generated by: system Generated on: 06-Oct-2016 11:15:53 Page 4 of 4



Receipt No: RCT-7205

All dates displayed in the report are in EST(GMT-05:00) time zone
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Source Medium MWO (Drug) Source Form Type E2B XML 3500B
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CTU Triage Date

Report Type Spontaneous | Report Classification |

Assign To User
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Forward to Department E CDER
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Form Type
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Receipt No: RCT-7205
Section A - About the Problem

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

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

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

I|

Noticed a problem with the quality of the product

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

CTU No.: FDA-CDER-CTU-6421

Department: CFSAN
CTU FDARSWB &Ford-Oct-2016

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

D Hospitalization - admitted or stayed longer

Required help to prevent permanent harm (for medical devices only)

Disability or health problem

Birth defect

Life-threatening

Death

D Other serious/important medical incident

Date of Death

Date the problem occurred

13-Jul-2016

Tell us what happened and how it happened (Include as many details as possible)

I had a Brazilian Blowout on my hair on July 13, 2016. By the next day I had an itchy face, numbness/tingling feeling on my face and flu
like symptoms with nausea and diarrhea. I contacted my hairdresser and she had never heard of such symptoms. After 1 week of dealing
with these symptoms [ asked if I could get the product removed from my hair. My hairdresser contacted the company and was able to get
me the MSDS and was told to use their anti-residue shampoo to wash it out. My first wash out was on July 23, 2016 . I continued having
symptoms and they progressed over time to have periods of itchy/numbness throughout my entire body,. I have had several Dr's
appointments as a result and have had my hair dresser try to wash it out several times. Below is a summary of Dr's appointment's to date

List any relevant tests or laboratory data if you know them (Include dates)

Section B - About the Products

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

BRAZILIAN BLOWOUT ACAI PROFESSIO

1of1

Name of the company that makes
(or compounds) the product

Brazilian Blowout

Is the Product Compounded?
(Your health professional may be
able to help you identify whether
the drug was compounded.)

Yes

Is the Product Over-the-Counter?

Expiration date

Lot number

NDC number

Strength (for example, 250 mg per
500 ml or 1g)

If Other

Quantity

If Other

Frequency

If Other

How was it taken or used

Other

If Other

hair

Date the person first started
taking or using the product

Date the person stopped taking or
using the product

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

Generated by: system

Generated on:

06-Oct-2016 11:15:53

Page 2 of 4



CTU No.: FDA-CDER-CTU-6421
Department: CFSAN
Receipt No: RCT-7205 CTU FDARSB Forb-Oct-2016
product? Total Pages: 4

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

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

Why was the person using the product? (such as what condition was it supposed to treat)

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(?lthe1)~ identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem

Person's Initials ge

Sex Female

Age (specify unit of time for age)

Date of Birth (b) (6)
Weight
Ethnicity (Choose only one) Not Hispanic/Latino
Race (Choose all that app]y) American Indian or Alaskan Native
D Native Hawaiian or Other Pacific Islander
Asian
White

D Black or African American

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

Generated by: system Generated on: 06-Oct-2016 11:15:53 Page 3 of 4



CTU No.: FDA-CDER-CTU-6421
Department: CFSAN
Receipt No: RCT-7205 CTU FDARSB Forb-Oct-2016

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

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

List all current prescription medications and medical devices being used.

neurontin

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

zyrtec

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Product Name
Strength | If Other |
Therapy Start Date
Therapy End Date

Section E - About the Person Filling Out This Form

Last name (b) (6)

First name (b) (6)
Number/Street (b) (6)

City (b) (6)
State/Province ®)©)
Country USA

ZIP or Postal code (b) (6)
Telephone number (b) (6)
Email address (b) (6)
Today's date 06-Oct-2016

Did you report this problem to the| Yes
company that makes the product
(the manufacturer/compounder)?
If you do NOT want your identity D
disclosed to the manufacturer,
place an X in this box :

Generated by: system Generated on: 06-Oct-2016 11:15:53 Page 4 of 4



November 08, 2016

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

To Whom It May Concern:

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

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

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5001
Campus Drive, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 202704.

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

Sincerely yours,

/

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

LCDR, U.S. Public Health Service

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

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure
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CTU No.: FDA-CDER-CTU-9271
Department: CFSAN

Receipt No: RCT-10349 CTU FDARSOB Form-Oct-2016
person reduced the dose or Total Pages: 5
stopped taking or using the
product?

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

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

Why was the person using the product? (such as what condition was it supposed to treat)

Keratin treatment in a hair salon

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(l)lthe1)~ identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem

Person's Initials (b) (6)

Sex Female

Age (specify unit of time for age) | 41 Year(s)

Date of Birth

Weight 91.35 kg(s)

Ethnicity (Choose only one) Not Hispanic/Latino

Race (Choose all that app]y) American Indian or Alaskan Native
Native Hawaiian or Other Pacific Islander
Asian
White

E Black or African American

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

Generated by: system Generated on: 23-Oct-2016 00:45:46 Page 3 of 5



Receipt No: RCT-10349

CTU No.: FDA-CDER-CTU-9271
Department: CFSAN
CTU TDaAR5008 &Formd -Oct-2016

Diabetes and high blood pressure

Total Pages: 5

Eggs, Bactrim, sulfa drugs, rocephrin

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

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

Metforim, losartan

List all current prescription medications and medical devices being used.

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

Product Name

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Strength

| If Other

Therapy Start Date

Therapy End Date

Section E - About the Person Filling Out This Form

company that makes the product
(the manufacturer/compounder)?

Last name (b) (6)
First name (b) (6)
Number/Street (b) (6)
City (b) (6)
State/Province ]
Country USA
ZIP or Postal code (b) (6)
Telephone number (b) (6)
Email address (b) (6)
Today's date 23-Oct-2016
Did you report this problem to the| No

If you do NOT want your identity

[

Generated by: system

Generated on: 23-Oct-2016 00:45:46

Page 4 of 5



CTU No.: FDA-CDER-CTU-9271
Department: CFSAN
Receipt No: RCT-10349 CTU FDARSB Forma-Oct-2016

disclosed to the manufacturer, Total Pages: 5
place an X in this box :

Generated by: system Generated on: 23-Oct-2016 00:45:46 Page 5 of 5



Receipt No: RCT-10349

All dates displayed in the report are in EST(GMT-05:00) time zone

Basic Details

CTU No.: FDA-CDER-CTU-9271
Department: CFSAN

CTU FDaAgRS00B Eoria-Oct-2016

Total Pages: 5

Company Unit CDER-CTU Originating Account FAERS

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

FDA Received Date 23-Oct-2016 | CTU Received Date | 23-Oct-2016
CTU Triage Date

Report Type Spontaneous | Report Classification |

Assign To User

User/Group

Forward to Department E CDER

Source First Name Last Name Email Address Phone
Form Type
;A (b) (6) () (6) (b) (6) (b) (6)

Generated by: system

Generated on:

23-Oct-2016 00:45:46

Page 1 of 5



CTU No.: FDA-CDER-CTU-9271

Department: CFSAN
Receipt No: RCT-10349 CTU FDARSMB &Formd-Oct-2016

Section A - About the Problem

What kind of problem was it? Were hurt or had a bad side effect (including new or worsening symptoms)
(Check all that apply) DUsed a product incorrectly which could have or led to a problem

Noticed a problem with the quality of the product

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

I|

Did any of the following happen? DHospitalization - admitted or stayed longer
(Check all that apply) Required help to prevent permanent harm (for medical devices only)

Disability or health problem
Birth defect
Life-threatening
Death
E Other serious/important medical incident

Date of Death

Other serious/important medical
incident

Date the problem occurred 23-Oct-2016

Tell us what happened and how it happened (Include as many details as possible)

I received a keratin treatment and experienced coughing, watering of the eyes and burning of the nose and throat.

List any relevant tests or laboratory data if you know them (Include dates)

Section B - About the Products

Name of the product as it appears | Keratin
on the box, bottle, or package
(Include as many names as you
see)

1of1

Name of the company that makes
(or compounds) the product

Is the Product Compounded?
(Your health professional may be
able to help you identify whether
the drug was compounded.)

Is the Product Over-the-Counter?

Expiration date

Lot number

NDC number

Strength (for example, 250 mg per If Other
500 ml or 1g)

Quantity If Other

Frequency If Other

How was it taken or used If Other

Date the person first started 22-Oct-2016
taking or using the product

Date the person stopped taking or
using the product

Did the problem stop after the

Generated by: system Generated on: 23-Oct-2016 00:45:46

Page 2 of 5



CTU No.: FDA-CDER-CTU-9271
Department: CFSAN

Receipt No: RCT-10349 CTU FDARSMB &Formd-Oct-2016
person reduced the dose or Total Pages: 5
stopped taking or using the
product?

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

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

Why was the person using the product? (such as what condition was it supposed to treat)

Keratin treatment in a hair salon

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(?lthe1)~ identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem

Person's Initials (b) (6)

Sex Female

Age (specify unit of time for age) | 41 Year(s)

Date of Birth

Weight 91.35 kg(s)

Ethnicity (Choose only one) Not Hispanic/Latino

Race (Choose all that app]y) E American Indian or Alaskan Native
Native Hawaiian or Other Pacific Islander
Asian
White

E Black or African American

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

Generated by: system Generated on: 23-Oct-2016 00:45:46 Page 3 of 5



CTU No.: FDA-CDER-CTU-9271
Department: CFSAN
Receipt No: RCT-10349 CTU FDARSMB &Formd-Oct-2016
Diabetes and high blood pressure Total Pages: 5

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

Eggs, Bactrim, sulfa drugs, rocephrin

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

List all current prescription medications and medical devices being used.

Metforim, losartan

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

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Product Name
Strength | If Other |
Therapy Start Date
Therapy End Date

Section E - About the Person Filling Out This Form

Last name (b) (6)

First name (b) (6)
Number/Street (b) (6)

City (b) (6)
State/Province B

Country USA

ZIP or Postal code (b) (6)
Telephone number (b) (6)
Email address (b) (6)
Today's date 23-Oct-2016

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

If you do NOT want your identity |:|

Generated by: system Generated on: 23-Oct-2016 00:45:46 Page 4 of 5



CTU No.: FDA-CDER-CTU-9271
Department: CFSAN
Receipt No: RCT-10349 CTU FDARSB &Formd-Oct-2016

disclosed to the manufacturer, Total Pages: 5
place an X in this box :

Generated by: system Generated on: 23-Oct-2016 00:45:46 Page 5 of 5



Receipt No: RCT-15824

All dates displayed in the report are in EST(GMT-05:00) time zone

Basic Details

CTU No.: FDA-CDER-CTU-14705

Department: CFSAN
CTU THPAS3BIB FarimNov-2016
Total Pages: 5

Company Unit CDER-CTU Originating Account FAERS

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

FDA Received Date 20-Nov-2016 | CTU Received Date | 20-Nov-2016
CTU Triage Date

Report Type Spontaneous | Report Classification |

Assign To User

User/Group

Forward to Department E CDER

Source First Name Last Name Email Address Phone
Form Type
A (b) (6) (b) (6) (b) ()

Generated by: system

Generated on:

20-Nov-2016 19:45:37

Page 1 of 5




Receipt No: RCT-15824
Section A - About the Problem

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

I|

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

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

Noticed a problem with the quality of the product

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

CTU No.: FDA-CDER-CTU-14705
Department: CFSAN
CTU THPAS3B9B FarimNov-2016

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

D Hospitalization - admitted or stayed longer

Required help to prevent permanent harm (for medical devices only)

Disability or health problem

Birth defect
Life-threatening

Death

E Other serious/important medical incident

Date of Death

Other serious/important medical
incident

Drowsiness, sinus irritation

Date the problem occurred

20-Nov-2016

I was having my hair cut at a salon where another customer was having a Brazilian blow out in the next chair, and I was exposed to the
fumes from her treatment which left me feeling awtul for 6 hours after I left the salon. The adverse effects I experienced included sinus

irritation, tiredness, headache and dizziness.

Tell us what happened and how it happened (Include as many details as possible)

None

List any relevant tests or laboratory data if you know them (Include dates)

Section B - About the Products

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

Brazilian blowout

1of1

Name of the company that makes
(or compounds) the product

GIB, LLC

Is the Product Compounded?
(Your health professional may be
able to help you identify whether
the drug was compounded.)

Is the Product Over-the-Counter?

Yes

Expiration date

Lot number

NDC number

Strength (for example, 250 mg per
500 ml or 1g)

If Other

Quantity

If Other

Frequency

Other

If Other

Once

How was it taken or used

Topical

If Other

Date the person first started
taking or using the product

20-Nov-2016

Date the person stopped taking or
using the product

20-Nov-2016

Did the problem stop after the

Yes

Generated by: system

Generated on:

20-Nov-2016 19:45:37

Page 2 of 5



CTU No.: FDA-CDER-CTU-14705
Department: CFSAN

Receipt No: RCT-15824 CTU THRASMB FarmNov-2016
person reduced the dose or Total Pages: 5
stopped taking or using the
product?
Did the problem return if the Doesn't Apply

person started taking or using the
product again?

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

Why was the person using the product? (such as what condition was it supposed to treat)

Treatment for straightening hair in a salon

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(?lthe1)~ identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem
Person's Initials SW

Sex Female

Age (specify unit of time for age) | 44 Year(s)

Date of Birth

Weight 53.1 kg(s)

Ethnicity (Choose only one) Not Hispanic/Latino

Race (Choose all that app]y) DAmerican Indian or Alaskan Native
Native Hawaiian or Other Pacific Islander
Asian
White

D Black or African American

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

Generated by: system Generated on: 20-Nov-2016 19:45:37 Page 3 of 5



CTU No.: FDA-CDER-CTU-14705
Department: CFSAN
Receipt No: RCT-15824 CTU THPAS3B9B FarimNov-2016
None, healthy Total Pages: 5

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

None

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

Heathy

List all current prescription medications and medical devices being used.

None

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

Ibuprofen

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Product Name
Strength | If Other |
Therapy Start Date
Therapy End Date

Section E - About the Person Filling Out This Form

Last name (b) (6)

First name (b) (6)
Number/Street (b) (6)

City (b) (6)
State/Province g
Country USA

ZIP or Postal code (b) (6)
Telephone number

Email address (b) (6)
Today's date 20-Nov-2016

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

If you do NOT want your identity |:|

Generated by: system Generated on: 20-Nov-2016 19:45:37 Page 4 of 5



CTU No.: FDA-CDER-CTU-14705
Department: CFSAN
Receipt No: RCT-15824 CTU THRASMB FarmNov-2016

disclosed to the manufacturer, Total Pages: 5
place an X in this box :

Generated by: system Generated on: 20-Nov-2016 19:45:37 Page 5 of 5



Receipt No: RCT-15824

All dates displayed in the report are in EST(GMT-05:00) time zone

Basic Details

CTU No.: FDA-CDER-CTU-14705

Department: CFSAN
CTU THPAS3BIB FarimNov-2016
Total Pages: 5

Company Unit CDER-CTU Originating Account FAERS

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

FDA Received Date 20-Nov-2016 | CTU Received Date | 20-Nov-2016
CTU Triage Date

Report Type Spontaneous | Report Classification |

Assign To User

User/Group

Forward to Department E CDER

Source First Name Last Name Email Address Phone
Form Type
A (b) (6) (b) (6) (b) ()

Generated by: system

Generated on:

20-Nov-2016 19:45:37

Page 1 of 5




Receipt No: RCT-15824
Section A - About the Problem

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

I|

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

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

Noticed a problem with the quality of the product

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

CTU No.: FDA-CDER-CTU-14705
Department: CFSAN
CTU THPAS3B9B FarimNov-2016

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

D Hospitalization - admitted or stayed longer

Required help to prevent permanent harm (for medical devices only)

Disability or health problem

Birth defect
Life-threatening

Death

E Other serious/important medical incident

Date of Death

Other serious/important medical
incident

Drowsiness, sinus irritation

Date the problem occurred

20-Nov-2016

I was having my hair cut at a salon where another customer was having a Brazilian blow out in the next chair, and I was exposed to the
fumes from her treatment which left me feeling awtul for 6 hours after I left the salon. The adverse effects I experienced included sinus

irritation, tiredness, headache and dizziness.

Tell us what happened and how it happened (Include as many details as possible)

None

List any relevant tests or laboratory data if you know them (Include dates)

Section B - About the Products

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

Brazilian blowout

1of1

Name of the company that makes
(or compounds) the product

GIB, LLC

Is the Product Compounded?
(Your health professional may be
able to help you identify whether
the drug was compounded.)

Is the Product Over-the-Counter?

Yes

Expiration date

Lot number

NDC number

Strength (for example, 250 mg per
500 ml or 1g)

If Other

Quantity

If Other

Frequency

Other

If Other

Once

How was it taken or used

Topical

If Other

Date the person first started
taking or using the product

20-Nov-2016

Date the person stopped taking or
using the product

20-Nov-2016

Did the problem stop after the

Yes

Generated by: system

Generated on:

20-Nov-2016 19:45:37

Page 2 of 5



CTU No.: FDA-CDER-CTU-14705
Department: CFSAN

Receipt No: RCT-15824 CTU THRASMB FarmNov-2016
person reduced the dose or Total Pages: 5
stopped taking or using the
product?
Did the problem return if the Doesn't Apply

person started taking or using the
product again?

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

Why was the person using the product? (such as what condition was it supposed to treat)

Treatment for straightening hair in a salon

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(?lthe1)~ identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem

Person's Initials (b) (6)

Sex Female

Age (specify unit of time for age) | 44 Year(s)

Date of Birth

Weight 53.1 kg(s)

Ethnicity (Choose only one) Not Hispanic/Latino

Race (Choose all that app]y) DAmerican Indian or Alaskan Native
Native Hawaiian or Other Pacific Islander
Asian
White

D Black or African American

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

Generated by: system Generated on: 20-Nov-2016 19:45:37 Page 3 of 5



CTU No.: FDA-CDER-CTU-14705
Department: CFSAN
Receipt No: RCT-15824 CTU THPAS3B9B FarimNov-2016
None, healthy Total Pages: 5

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

None

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

Heathy

List all current prescription medications and medical devices being used.

None

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

Ibuprofen

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Product Name
Strength | If Other |
Therapy Start Date
Therapy End Date

Section E - About the Person Filling Out This Form

Last name (b) (6)

First name (b) (6)
Number/Street (b) (6)

City (b) (6)
State/Province g
Country USA

ZIP or Postal code (b) (6)
Telephone number

Email address (b) (6)
Today's date 20-Nov-2016

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

If you do NOT want your identity |:|

Generated by: system Generated on: 20-Nov-2016 19:45:37 Page 4 of 5



CTU No.: FDA-CDER-CTU-14705
Department: CFSAN
Receipt No: RCT-15824 CTU THRASMB FarmNov-2016

disclosed to the manufacturer, Total Pages: 5
place an X in this box :

Generated by: system Generated on: 20-Nov-2016 19:45:37 Page 5 of 5



January 30, 2017

GIB LLC
6855 Tujunga Ave.
North Hollywood, California 91605

To Whom It May Concern:

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

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

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5001
Campus Drive, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 204550.

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

Sincerely yours,

/

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

LCDR, U.S. Public Health Service

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

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure



Page 1 of 2

Close
FACTS Interface

FACTS Complaint #147718 (CAERS #204959)

Complaint Date 11/22/2016 Complaint Source Consumer
Accomplishing District NYK-DO Complaint Status Archived
How Received Phone Call

Complainant Identification

Name (b) (6) Work Phone

Address (b) (6) Home Phone (b) (6)
Source POC Name

City (b) (6) Source Phone

State 1

Zip (b) (6)

Province

Country us

Mail Code

Complaint / Injury

Complaint Description Adverse Event Result Non-serious Injuries/ lliness

28 year old female complainant with no known allergies and  Adverse Event Date 10/31/2016

no medical conditions reported her experience after receiving Notify EIO/EMOPS? Yes

Rejuvenol Keratin Treatment. It was not her first time receiving Notification Date 11/22/2016

this treatment and she has not ha§ problem;f, in past_with this Attended Health Professional? Unknown
type of treatment. It was her first time receiving service from

this salon. After receiving the treatment, the next day she Required Hospitalization? No
experienced difficulty breathing, nose bleeding, burning and ~ Emergency Room/ No
swollen eyes and rash at her face. Complainant believes there Outpatient Visit?

is formaldehyde in the product the salon used on her. She Reported Complaint To? FDA
visited doctor and was treated with a medicated cream Need Additional/

however most of her symptoms persist. FDA Contact?

Remarks

See below****Authorized to forward

Complaint Symptoms

Symptom Name Duration Remarks
Burning null null Burning eyes
Difficulty breathing null null

Local swelling null null Swollen eyes
NEC - Identify in Remarks 1 Day(s) Nose bleed
Rash null null rash at face

Health Care Professional
There is not health care information listed for this consumer complaint report.

Product and Labeling

Brand Name Rejuvenol

Product Name Keratin Treatment

FDA Product Code 53EC03 Qty/Unit

UPC Code UNK Package

Exp/Use By Date UNK Lot/Serial UNK
Product Used? No Purchase Date UNK

Date Used? 10/30/2016 Amount Consumed/Used UNK
Amount Remained UNK Date Discontinued 10/30/2016
Country of Origin Imported Product? No
Retailer Name Neo Blow & Color Hair Salon Label Remarks

Manufacturer/Distributor

http://cfsan-caers.fda.gov/caers/servlet/caers.facts.CaseSummaryServlet?winMode=lite&m... 2/10/2017



Page 2 of 2

FEI Name & Address Home District Firm Type
3010098292 Rejuvenol Lab 130 Lincoln St Copiague NY 11726-1227 NYK-DO Distributor
Initial Evaluation / Initial Disposition

Initial Evaluation Insuffici. Info, unable to evaluate Initial Disposition Closed w/o further Investigation
Disposition Date 12/06/2016

Remarks

www.rejuvenol.com ---- 12/6/16 to date no response.*****Will be referred to DOH at Nassau for their follow up as deemed
necessary.
Problem Keyword Problem Keyword Details
Reaction Experienced difficulty breathing, nose bleed, rash at face, burning and
swelling of eyes

Cosmetic

Cosmetic ID #25564

DOB Age 28
Gender Female Race White
Application Place Salon/SPA  Reason for Use Hair Preparations (Non-Coloring)
Application Site Face Other Products?

Directions

Directions Followed? Yes Product Duration

Frequency of Use Other Reaction Site Face
Product Use in Off-Label Manner? No Off-Label Manner Desc
Warning Statement on Label? Warning Statements?
Preexisting Conditions? No Treatment Physician
Current Status Unchanged

Medical Diagnosis Medical Treatment

Unknown Cream

Remarks

Frequency is every six weeks

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

Close

http://cfsan-caers.fda.gov/caers/servlet/caers.facts.CaseSummaryServlet?winMode=lite&m... 2/10/2017



February 17,2017

REJUVENOL LAB
130 Lincoln St
Copiague, New York 11726-1227

To Whom It May Concern:

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

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

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5001
Campus Drive, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 204959.

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

Sincerely yours,

/

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

LCDR, U.S. Public Health Service

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

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure






January 30, 2017

WEN BY CHAZ DEAN INC.
6444 Fountain Ave
Los Angeles, California 90028

To Whom It May Concern:

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

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

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5001
Campus Drive, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 206021.

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

Sincerely yours,

/

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

LCDR, U.S. Public Health Service

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

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure
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CTU No.: FDA-CDER-CTU-2017-5910
Department: CFSAN
Receipt No: RCT-29542 CTU Triag&FDA{500B Keeim-2017

Section A - About the Problem
What kind of problem was it? Were hurt or had a bad side effect (including new or worsening symptoms)
(Check all that apply) DUsed a product incorrectly which could have or led to a problem

I\

Noticed a problem with the quality of the product

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

Did any of the following happen? DHospitalization - admitted or stayed longer
(Check all that apply) Required help to prevent permanent harm (for medical devices only)

Disability or health problem
Birth defect
Life-threatening
Death
D Other serious/important medical incident

Date of Death
Date the problem occurred 28-Jan-2017

Tell us what happened and how it happened (Include as many details as possible)

While working in a salon, a fellow stylist performed a Brazilian Blow Out on a girl. With no proper ventilation. Only bringing out a fan and
opening the back door 3/4 of the way through the initial blow drying and flat ironing. While all the chemicals were being released through
the heating process. She was using the Brazilian Blow Out Original formula, not the Zero. Immediately eyes and my nose were starting to
burn. I couldn't leave because I still had clients. This resulted in prolonged exposure without ventilation. By the time I left, I could tell that
my sinuses were quite effected. My eyes still burn today and I'm on sinus medication. I may have to start a steroid if the medication doesn't
work. Also, lots of sneezing.

List any relevant tests or laboratory data if you know them (Include dates)

Section B - About the Products 1of1

Name of the product as it appears | Brazilian BlowOut Acai Professio
on the box, bottle, or package
(Include as many names as you
see)

Name of the company that makes | Brazilian BlowOut
(or compounds) the product

Is the Product Compounded?
(Your health professional may be
able to help you identify whether
the drug was compounded.)

Is the Product Over-the-Counter?

Expiration date

Lot number

NDC number

Strength (for example, 250 mg per| 11.8 % percent If Other

500 ml or 1g)

Quantity If Other

Frequency If Other

How was it taken or used Other If Other Hair
Date the person first started 28-Jan-2017

taking or using the product
Date the person stopped taking or
using the product

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

Generated by: system Generated on: 01-Feb-2017 10:15:15 Page 2 of 4



CTU No.: FDA-CDER-CTU-2017-5910
Department: CFSAN
Receipt No: RCT-29542 CTU Triagd'DA 5008 Keem-2017
product? Total Pages: 4

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

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

Why was the person using the product? (such as what condition was it supposed to treat)

Curly hair

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(?lthe1)~ identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem

Person's Initials e

Sex Female

Age (specify unit of time for age) | 38 Year(s)

Date of Birth
Weight
Ethnicity (Choose only one) Not Hispanic/Latino
Race (Choose all that app]y) American Indian or Alaskan Native
D Native Hawaiian or Other Pacific Islander
Asian
White

D Black or African American

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

Generated by: system Generated on: 01-Feb-2017 10:15:15 Page 3 of 4



CTU No.: FDA-CDER-CTU-2017-5910
Department: CFSAN
Receipt No: RCT-29542 CTU Triag&FDA{500B Keeim-2017

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

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

List all current prescription medications and medical devices being used.

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

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Product Name
Strength | If Other |
Therapy Start Date
Therapy End Date

Section E - About the Person Filling Out This Form

Last name (b) (6)

First name (b) (6)
Number/Street

City

State/Province B

Country USA

ZIP or Postal code

Telephone number (b) (6)
Email address (b) (6)
Today's date 01-Feb-2017

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

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

Generated by: system Generated on: 01-Feb-2017 10:15:15 Page 4 of 4



May 03, 2017

BRAZILIAN PROFESSIONALS, LLC.
28001 Dorothy Drive
Agoura Hills, California 91301

To Whom It May Concern:

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

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

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5001
Campus Drive, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 207099.

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

Sincerely yours,

/

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

LCDR, U.S. Public Health Service

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

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure
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Section A - About the Problem
What kind of problem was it? Were hurt or had a bad side effect (including new or worsening symptoms)
(Check all that apply) E Used a product incorrectly which could have or led to a problem

I\

Noticed a problem with the quality of the product

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

Did any of the following happen? DHospitalization - admitted or stayed longer
(Check all that apply) Required help to prevent permanent harm (for medical devices only)

Disability or health problem
Birth defect
Life-threatening
Death
E Other serious/important medical incident

Date of Death

Other serious/important medical
incident

Date the problem occurred 01-Feb-2017

Tell us what happened and how it happened (Include as many details as possible)

I had a Brazilian blowout treatment and while I was in the chair my whole body and face broke out in hives -- there was no ventilation

List any relevant tests or laboratory data if you know them (Include dates)

Section B - About the Products 1of1

Name of the product as it appears | Brazilian blowout
on the box, bottle, or package
(Include as many names as you
see)

Name of the company that makes | Brazilian blowout
(or compounds) the product

Is the Product Compounded?
(Your health professional may be
able to help you identify whether
the drug was compounded.)

Is the Product Over-the-Counter? | Yes

Expiration date

Lot number

NDC number
Strength (for example, 250 mg per If Other
500 ml or 1g)
Quantity If Other
Frequency If Other
How was it taken or used Topical If Other

Date the person first started
taking or using the product

Date the person stopped taking or
using the product

Did the problem stop after the Yes
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CTU No.: FDA-CDER-CTU-2017-5965
Department: CFSAN

Receipt No: RCT-29568 CTU Triag&FDA{500B Keeim-2017
person reduced the dose or Total Pages: 5
stopped taking or using the
product?

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

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

Why was the person using the product? (such as what condition was it supposed to treat)

Curly hair

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(?lthe1)~ identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem

(b) (6)

Person's Initials

Sex Female

Age (specify unit of time for age) | 28 Year(s)

Date of Birth

Weight 56.25 kg(s)

Ethnicity (Choose only one) Not Hispanic/Latino

Race (Choose all that app]y) DAmerican Indian or Alaskan Native
Native Hawaiian or Other Pacific Islander
Asian
White

D Black or African American

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

Generated by: system Generated on: 01-Feb-2017 11:45:13 Page 3 of 5



CTU No.: FDA-CDER-CTU-2017-5965
Department: CFSAN
Receipt No: RCT-29568 CTU Triagd'DA 5008 Keem-2017
None Total Pages: 5

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

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

List all current prescription medications and medical devices being used.

None

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

None

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Product Name
Strength | If Other |
Therapy Start Date
Therapy End Date

Section E - About the Person Filling Out This Form

Last name (b) (6)

First name (b) (6)
Number/Street (b) (6)

City (b) (6)
State/Province e
Country USA

ZIP or Postal code (b) (6)
Telephone number (b) (6)
Email address (b) (6)
Today's date 01-Feb-2017

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

If you do NOT want your identity |:|

Generated by: system Generated on: 01-Feb-2017 11:45:13 Page 4 of 5
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disclosed to the manufacturer, Total Pages: 5
place an X in this box :
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May 03, 2017

BRAZILIAN PROFESSIONALS, LLC.
28001 Dorothy Drive
Agoura Hills, California 91301

To Whom It May Concern:

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

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

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5001
Campus Drive, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 207103.

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

Sincerely yours,

/

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

LCDR, U.S. Public Health Service

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

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure
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CTU #: FDA-CDER-CTU-2017-6662 | Dept: CFSAN | RCT #: RCT-30339 | CTU Triage Date: 06-Feb-2017 | Total Pages: 4
Receipt No: RCT-30339

Section A - About the Problem

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

FDA 3500B Form

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

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

I‘

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

D Hospitalization - admitted or stayed longer
Required help to prevent permanent harm (for medical devices only)
Disability or health problem
Birth defect
Life-threatening
Death
D Other serious/important medical incident

Date of Death

Date the problem occurred

03-Feb-2017

Tell us what happened and how it happened (Include as many details as possible)

Severe red open rash on scalp. Severe itch.

Lis

t any relevant tests or laboratory data if you know them (Include dates)

Section B - About the Products

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

Tresemme Keratin Smooth

1of1

Name of the company that makes
(or compounds) the product

Unilever

Is the Product Compounded?
(Your health professional may be
able to help you identify whether
the drug was compounded.)

Is the Product Over-the-Counter?

Yes

Expiration date

Lot number

05136JU34

NDC number

Strength (for example, 250 mg per
500 ml or 1g)

If Other

Quantity

Other If Other

25 Ounce(s)

Frequency

If Other

How was it taken or used

Other If Other

Hair shampoo

Date the person first started
taking or using the product

27-Jan-2017

Date the person stopped taking or
using the product

04-Feb-2017

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

Yes
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Receipt No: RCT-30339 FDA 3500B Form

product?

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

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

Why was the person using the product? (such as what condition was it supposed to treat)

Shampoo hair

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(?lthe1)~ identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem

Person's Initials (b) (6)

Sex Female

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

Date of Birth
Weight
Ethnicity (Choose only one) Not Hispanic/Latino
Race (Choose all that app]y) American Indian or Alaskan Native
D Native Hawaiian or Other Pacific Islander
Asian
White

D Black or African American

List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)
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CTU #: FDA-CDER-CTU-2017-6662 | Dept: CFSAN | RCT #: RCT-30339 | CTU Triage Date: 06-Feb-2017 | Total Pages: 4

Receipt No: RCT-30339 FDA 3500B Form
Please list all allergies (such as to drugs, foods, pollen or others)
Levaquin

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

List all current prescription medications and medical devices being used.

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

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Product Name
Strength | If Other |
Therapy Start Date
Therapy End Date

Section E - About the Person Filling Out This Form

Last name (b) (6)

First name (b) (6)
Number/Street (b) (6)

City (b) (6)
State/Province e
Country USA

ZIP or Postal code (b) (6)
Telephone number

Email address (b) (6)
Today's date 04-Feb-2017

Did you report this problem to the| No
company that makes the product
(the manufacturer/compounder)?
If you do NOT want your identity D
disclosed to the manufacturer,
place an X in this box :

Generated by: system Generated on: 04-Feb-2017 13:19:22 Page 4 of 4



May 30, 2017

UNILEVER UNITED STATES, INC.
920 Sylvan Avenue
Englewood Cliffs, New Jersey 07632-3313

To Whom It May Concern:

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

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

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5001
Campus Drive, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 207239.

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

Sincerely yours,

/

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

LCDR, U.S. Public Health Service

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

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure
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Section A - About the Problem
What kind of problem was it? Were hurt or had a bad side effect (including new or worsening symptoms)
(Check all that apply) DUsed a product incorrectly which could have or led to a problem

I‘

Noticed a problem with the quality of the product

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

Did any of the following happen? DHospitalization - admitted or stayed longer
(Check all that apply) Required help to prevent permanent harm (for medical devices only)

Disability or health problem
Birth defect
Life-threatening
Death
D Other serious/important medical incident

Date of Death

Date the problem occurred 23-Feb-2017

Tell us what happened and how it happened (Include as many details as possible)

I am a hairstylist that works in salon that is part of a large chain of salons. We use a Keratin style hair smoother/straightener in our salon.
The brand name is Liquid Keratin. The first time [ used the product I felt ill. I have experienced horrible pressure in my head followed by a
headache and sore throat that burned for days. At times I would feel extremely lightheaded. Each subsequent time I used the product |
became ill with the same symptoms. These symptoms would continue to get worse even hours after the service was completed. It is during
the blow dry process and flat iron stage that I begin to feel the onset of symptoms. Other stylists in the salon have felt the serious and
adverse side effects as well. Burning eyes, almost fainting, headaches.

List any relevant tests or laboratory data if you know them (Include dates)

Liquid Keratin claims to be "formaldehyde free." The manufacturers directions state to heat the flat iron to 420 to 450 degrees during the
treatment. The MSDS states nothing about the chemical changes caused by the heat. There are no warnings on the label. Glyoxyloyl
carbocysteine is the second ingredient listed on the bottle.

Section B - About the Products 1of1

Name of the product as it appears | Liquid Keratin
on the box, bottle, or package
(Include as many names as you
see)

Name of the company that makes | Liquid Keratin
(or compounds) the product

Is the Product Compounded?
(Your health professional may be
able to help you identify whether
the drug was compounded.)

Is the Product Over-the-Counter? | Yes

Expiration date

Lot number

NDC number

Strength (for example, 250 mg per If Other

500 ml or 1g)

Quantity Other If Other 1 Ounce(s)
Frequency Other If Other At client request
How was it taken or used Other If Other Applied to the hair
Date the person first started 19-Aug-2015

taking or using the product

Date the person stopped taking or | 23-Feb-2017
using the product

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

Generated by: system Generated on: 01-Mar-2017 00:15:57 Page 2 of 4
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product?

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

Do you still have the product in Yes
case we need to evaluate it?

Why was the person using the product? (such as what condition was it supposed to treat)

Hair Smoothing

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(?lthe1)~ identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem
Person's Initials (b) (6)
Sex Female

Age (specify unit of time for age) | 46 Year(s)

Date of Birth
Weight
Ethnicity (Choose only one) Not Hispanic/Latino
Race (Choose all that app]y) American Indian or Alaskan Native
D Native Hawaiian or Other Pacific Islander
Asian
White

D Black or African American

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

Generated by: system Generated on: 01-Mar-2017 00:15:57 Page 3 of 4



CTU #: FDA-CDER-CTU-2017-11974 | Dept: CFSAN | RCT #: RCT-35880 | CTU Triage Date: 01-Mar-2017 | Total Pages: 4
Receipt No: RCT-35880 FDA 3500B Form

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

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

List all current prescription medications and medical devices being used.

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

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Product Name
Strength | If Other |
Therapy Start Date
Therapy End Date

Section E - About the Person Filling Out This Form
Last name (b) (6)

First name () 6)
Number/Street
City
State/Province
Country USA
ZIP or Postal code
Telephone number

Email address
Today's date 01-Mar-2017

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

If you do NOT want your identity E
disclosed to the manufacturer,
place an X in this box :
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Section A - About the Problem
What kind of problem was it? Were hurt or had a bad side effect (including new or worsening symptoms)
(Check all that apply) DUsed a product incorrectly which could have or led to a problem

I‘

Noticed a problem with the quality of the product

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

Did any of the following happen? DHospitalization - admitted or stayed longer
(Check all that apply) Required help to prevent permanent harm (for medical devices only)

Disability or health problem
Birth defect
Life-threatening
Death
D Other serious/important medical incident

Date of Death

Date the problem occurred 23-Feb-2017

Tell us what happened and how it happened (Include as many details as possible)

I am a hairstylist that works in salon that is part of a large chain of salons. We use a Keratin style hair smoother/straightener in our salon.
The brand name is Liquid Keratin. The first time [ used the product I felt ill. I have experienced horrible pressure in my head followed by a
headache and sore throat that burned for days. At times I would feel extremely lightheaded. Each subsequent time I used the product |
became ill with the same symptoms. These symptoms would continue to get worse even hours after the service was completed. It is during
the blow dry process and flat iron stage that I begin to feel the onset of symptoms. Other stylists in the salon have felt the serious and
adverse side effects as well. Burning eyes, almost fainting, headaches.

List any relevant tests or laboratory data if you know them (Include dates)

Liquid Keratin claims to be "formaldehyde free." The manufacturers directions state to heat the flat iron to 420 to 450 degrees during the
treatment. The MSDS states nothing about the chemical changes caused by the heat. There are no warnings on the label. Glyoxyloyl
carbocysteine is the second ingredient listed on the bottle.

Section B - About the Products 1of1

Name of the product as it appears | Liquid Keratin
on the box, bottle, or package
(Include as many names as you
see)

Name of the company that makes | Liquid Keratin
(or compounds) the product

Is the Product Compounded?
(Your health professional may be
able to help you identify whether
the drug was compounded.)

Is the Product Over-the-Counter? | Yes

Expiration date

Lot number

NDC number

Strength (for example, 250 mg per If Other

500 ml or 1g)

Quantity Other If Other 1 Ounce(s)
Frequency Other If Other At client request
How was it taken or used Other If Other Applied to the hair
Date the person first started 19-Aug-2015

taking or using the product

Date the person stopped taking or | 23-Feb-2017
using the product

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

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

Do you still have the product in Yes
case we need to evaluate it?

Why was the person using the product? (such as what condition was it supposed to treat)

Hair Smoothing

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(?lthe1)~ identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem
Person's Initials (b) (6)
Sex Female

Age (specify unit of time for age) | 46 Year(s)

Date of Birth
Weight
Ethnicity (Choose only one) Not Hispanic/Latino
Race (Choose all that app]y) American Indian or Alaskan Native
D Native Hawaiian or Other Pacific Islander
Asian
White

D Black or African American

List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)
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Please list all allergies (such as to drugs, foods, pollen or others)

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

List all current prescription medications and medical devices being used.

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

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Product Name
Strength | If Other |
Therapy Start Date
Therapy End Date

Section E - About the Person Filling Out This Form
Last name (b) (6)

First name () 6)
Number/Street
City
State/Province
Country USA
ZIP or Postal code
Telephone number

Email address
Today's date 01-Mar-2017

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

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

Generated by: system Generated on: 01-Mar-2017 00:15:57 Page 4 of 4



June 12, 2017

LIQUID KERATIN INC
101 King High Ave
Toronto, ON

Canada

To Whom It May Concern:

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

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

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5001
Campus Drive, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 208370.

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

Sincerely yours,

G

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

LCDR, U.S. Public Health Service

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

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure
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Section A - About the Problem
What kind of problem was it? Were hurt or had a bad side effect (including new or worsening symptoms)
(Check all that apply) DUsed a product incorrectly which could have or led to a problem

I‘

Noticed a problem with the quality of the product

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

Did any of the following happen? DHospitalization - admitted or stayed longer
(Check all that apply) Required help to prevent permanent harm (for medical devices only)

Disability or health problem
Birth defect
Life-threatening
Death
E Other serious/important medical incident

Date of Death

Other serious/important medical | Dizziness,faint,confusion
incident

Date the problem occurred 22-Mar-2017

Tell us what happened and how it happened (Include as many details as possible)

I work in a hair salon. I was cutting my clients hair and began to feel dizzy.. I tried to keep my balance and readjust my head position so I
wouldn't fall back. My heart started to race and I felt faint. I didn't know what I was saying or doing I just wanted to finish my client to sit
down. I started to feel nauseous and finally left my station. After a few minutes I returned to my station and the feelings came back.. I had
to shut my eyes and couldn't talk.. I realized another stylist was doing a Brazilian Blowout near me.. | immediately left.. my symptoms
slowly got better.. My eyes were burning and my nose and throat are very dry/scratchy. Even into the evening.. Mu salon started to carry
the Brazilian blowout over the past 6-8 months and I have had mild dizziness before but never understood why or how.. but it has only been
at work within that time frame. Never anywhere else!

List any relevant tests or laboratory data if you know them (Include dates)

Section B - About the Products 1of1

Name of the product as it appears | Brazilian blowout
on the box, bottle, or package
(Include as many names as you
see)

Name of the company that makes
(or compounds) the product

Is the Product Compounded?
(Your health professional may be
able to help you identify whether
the drug was compounded.)

Is the Product Over-the-Counter?

Expiration date

Lot number

NDC number
Strength (for example, 250 mg per If Other
500 ml or 1g)
Quantity If Other
Frequency If Other
How was it taken or used Respiratory (inhalation) If Other

Date the person first started
taking or using the product

Date the person stopped taking or | 15-Sep-2016
using the product
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Did the problem stop after the Yes
person reduced the dose or
stopped taking or using the
product?

Did the problem return if the Yes

person started taking or using the
product again?

Do you still have the product in Yes
case we need to evaluate it?

Why was the person using the product? (such as what condition was it supposed to treat)

Hair frizz

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(?lthe1)~ identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem

Person's Initials (b) (6)

Sex Female

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

Date of Birth
Weight 67.5 kg(s)
Ethnicity (Choose only one) Not Hispanic/Latino
Race (Choose all that apply) American Indian or Alaskan Native
D Native Hawaiian or Other Pacific Islander
Asian
White

D Black or African American
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List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)

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

Seasonal

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

List all current prescription medications and medical devices being used.

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

Daily gummy vitamin

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Product Name
Strength | If Other |
Therapy Start Date
Therapy End Date

Section E - About the Person Filling Out This Form

Last name (b) (6)
First name (b) (6)
Number/Street (b) (6)
City (b) (6)
State/Province ®©
Country USA
ZIP or Postal code (b) (6)
Telephone number (b) (6)
Email address (b) (6)
Today's date (b) (6)

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

If you do NOT want your identity D
disclosed to the manufacturer,
place an X in this box :
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Section A - About the Problem

What kind of problem was it? Were hurt or had a bad side effect (including new or worsening symptoms)
(Check all that apply) DUsed a product incorrectly which could have or led to a problem

I‘

Noticed a problem with the quality of the product

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

Did any of the following happen? DHospitalization - admitted or stayed longer
(Check all that apply) Required help to prevent permanent harm (for medical devices only)

Disability or health problem
Birth defect
Life-threatening
Death
D Other serious/important medical incident

Date of Death

Date the problem occurred 12-Apr-2017

Tell us what happened and how it happened (Include as many details as possible)

I received a keratin hair treatment on April 12th, 2017 and I've been sick ever since. I had a metallic taste of my mouth for three weeks, I've
been dizzy, faint, nauseous, having heart palpitations and digestive issues. I actually bought a tongue scraper to take off the taste in my
mouth. Since then, I'm extremely sensitive to any type of chemical smell even Tide detergent pods. Anything that has a low, medium or
high VOC affects me. I'm deeply concerned that the product I used has formaldehyde in it that may have caused this reaction. I bought the
product from Amazon last May 2016. I didn't use it right away because I didn't need it until one month ago before taking a vacation in
Costa Rica. I had two sets of blood work done: one on April 24th and one on May 9th and there are abnormalities especially with my red
blood cells. There is no ingredient list on the bottle nor on Amazon. I would like to get the product tested to find out if I've been exposed to
high amounts of formaldehyde. Every time I wash my hair the smell emits into the air, so I've been going 1 - 2 weeks without washing my
hair because I'm concerned about getting worse. I'm still under a doctor's care to figure this out. I would like to have the product tested to
find out what's in it. I need to resolve the way I'm feeling as I need to work and be functional.

Lis

t any relevant tests or laboratory data if you know them (Include dates)

I have blood tests from my doctor; I'm still under his care and would like to get to the bottom of this challenge.

Section B - About the Products 1of1

Name of the product as it appears | Kera Fruit
on the box, bottle, or package
(Include as many names as you
see)

Name of the company that makes | Kera Fruit
(or compounds) the product

Is the Product Compounded?
(Your health professional may be
able to help you identify whether
the drug was compounded.)

Is the Product Over-the-Counter? | Yes

Expiration date

Lot number

NDC number

Strength (for example, 250 mg per If Other

500 ml or 1g)

Quantity If Other

Frequency If Other

How was it taken or used Other If Other As a hair treatment to control
frizz

Date the person first started 12-Apr-2017

taking or using the product

Date the person stopped taking or
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using the product

Did the problem stop after the No
person reduced the dose or
stopped taking or using the
product?

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

Do you still have the product in Yes
case we need to evaluate it?

Why was the person using the product? (such as what condition was it supposed to treat)

To control frizz and smooth my hair

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(l)lthe;' identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem
Person's Initials (b) (6)

Sex Female

Age (specify unit of time for age) | 49 Year(s)

Date of Birth

Weight 49.5 kg(s)

Ethnicity (Choose only one) Not Hispanic/Latino

Race (Choose all that apply) DAmerican Indian or Alaskan Native
Native Hawaiian or Other Pacific Islander
Asian
‘White

I:I Black or African American
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List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)

Hypothyroid

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

Penicillin, pollen, rag weed, mold, oak trees, dust

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

I'm a very healthy person that eats mostly organic vegetables and fish. I'm also a integrative health coach.

List all current prescription medications and medical devices being used.

Nature Thyroid

List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used.
Nothing

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Product Name
Strength | If Other |
Therapy Start Date
Therapy End Date

Section E - About the Person Filling Out This Form

Last name (b) (6)

First name (b) (6)
Number/Street (b) (6)

City (b) (6)
State/Province B

Country USA

ZIP or Postal code (b) (6)
Telephone number (b) (6)
Email address (b) (6)
Today's date 15-May-2017

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

If you do NOT want your identity E
disclosed to the manufacturer,
place an X in this box :
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Section A - About the Problem
What kind of problem was it? Were hurt or had a bad side effect (including new or worsening symptoms)
(Check all that apply) DUsed a product incorrectly which could have or led to a problem

I‘

Noticed a problem with the quality of the product

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

Did any of the following happen? DHospitalization - admitted or stayed longer
(Check all that apply) Required help to prevent permanent harm (for medical devices only)

Disability or health problem
Birth defect
Life-threatening
Death
D Other serious/important medical incident

Date of Death

Date the problem occurred 23-Feb-2017

Tell us what happened and how it happened (Include as many details as possible)

I am a hairstylist that works in salon that is part of a large chain of salons. We use a Keratin style hair smoother/straightener in our salon.
The brand name is Liquid Keratin. The first time [ used the product I felt ill. I have experienced horrible pressure in my head followed by a
headache and sore throat that burned for days. At times I would feel extremely lightheaded. Each subsequent time I used the product |
became ill with the same symptoms. These symptoms would continue to get worse even hours after the service was completed. It is during
the blow dry process and flat iron stage that I begin to feel the onset of symptoms. Other stylists in the salon have felt the serious and
adverse side effects as well. Burning eyes, almost fainting, headaches.

List any relevant tests or laboratory data if you know them (Include dates)

Liquid Keratin claims to be "formaldehyde free." The manufacturers directions state to heat the flat iron to 420 to 450 degrees during the
treatment. The MSDS states nothing about the chemical changes caused by the heat. There are no warnings on the label. Glyoxyloyl
carbocysteine is the second ingredient listed on the bottle.

Section B - About the Products 1of1

Name of the product as it appears | Liquid Keratin
on the box, bottle, or package
(Include as many names as you
see)

Name of the company that makes | Liquid Keratin
(or compounds) the product

Is the Product Compounded?
(Your health professional may be
able to help you identify whether
the drug was compounded.)

Is the Product Over-the-Counter? | Yes

Expiration date

Lot number

NDC number

Strength (for example, 250 mg per If Other

500 ml or 1g)

Quantity Other If Other 1 Ounce(s)
Frequency Other If Other At client request
How was it taken or used Other If Other Applied to the hair
Date the person first started 19-Aug-2015

taking or using the product

Date the person stopped taking or | 23-Feb-2017
using the product

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

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

Do you still have the product in Yes
case we need to evaluate it?

Why was the person using the product? (such as what condition was it supposed to treat)

Hair Smoothing

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(?lthe1)~ identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem
Person's Initials (b) (6)
Sex Female

Age (specify unit of time for age) | 46 Year(s)

Date of Birth
Weight
Ethnicity (Choose only one) Not Hispanic/Latino
Race (Choose all that app]y) American Indian or Alaskan Native
D Native Hawaiian or Other Pacific Islander
Asian
White

D Black or African American

List known medical conditions (Such as diabetes, high blood pressure, cancer, heart disease, or others)
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Please list all allergies (such as to drugs, foods, pollen or others)

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

List all current prescription medications and medical devices being used.

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

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Product Name
Strength | If Other |
Therapy Start Date
Therapy End Date

Section E - About the Person Filling Out This Form
Last name (b) (6)

First name () 6)
Number/Street
City
State/Province
Country USA
ZIP or Postal code
Telephone number

Email address
Today's date 01-Mar-2017

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

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

Generated by: system Generated on: 01-Mar-2017 00:15:57 Page 4 of 4



June 12, 2017

LIQUID KERATIN INC
101 King High Ave
Toronto, ON

Canada

To Whom It May Concern:

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

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

To assist CFSAN in protecting consumer health, we encourage you to share with us information
that is relevant and useful concerning any adverse events that you may be aware of involving
your product. Please send your information to: CFSAN / CAERS Staff, (HFS-11), 5001
Campus Drive, College Park, MD 20740 or to CAERS@fda.hhs.gov. Future correspondence
regarding this letter should reference CAERS # 212727.

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

Sincerely yours,

G

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

LCDR, U.S. Public Health Service

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

Office of Analytics and Outreach

Center for Food Safety and Applied Nutrition

Enclosure
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All dates displayed in the report are in EST(GMT-05:00) time zone

Basic Details

FDA 3500B Form

Company Unit CDER-CTU Originating Account FAERS

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

FDA Received Date 29-Jun-2017 | CTU Received Date | 29-Jun-2017
CTU Triage Date

Report Type Spontaneous | Report Classification |

Assign To User

User/Group

Forward to Department E CDER

Source First Name
Form Type

Last Name

Email Address

Phone

;A (b) (6)

(b) (6)
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Section A - About the Problem
What kind of problem was it? Were hurt or had a bad side effect (including new or worsening symptoms)
(Check all that apply) DUsed a product incorrectly which could have or led to a problem

I‘

Noticed a problem with the quality of the product

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

Did any of the following happen? DHospitalization - admitted or stayed longer
(Check all that apply) Required help to prevent permanent harm (for medical devices only)

Disability or health problem
Birth defect
Life-threatening
Death
D Other serious/important medical incident

Date of Death

Date the problem occurred 31-Jul-2016

Tell us what happened and how it happened (Include as many details as possible)

Received a Brazilian Blowout Smoothing Treatment. Following the treatment, scalp was very sensitive. Massive amount of shedding took
place. Scalp was red and itchy and burned. Have lost at least 60% of hair thickness. I still have hair loss from the bulb with little or no
regrowth. I have miniaturized superfluous hairs and scalp is still red. My hair continues to thin and scalp goes from pink to beet red. Prior
to the treatment, I had no scalp issues and long, extremely thick hair. There is no hair loss issues in any of my family members. | have been
looking at hair toppers and starting to go through a deep depression. There are many blogs and support groups on line and many women are
going through the same after Brazilian Blowout but no one is able to provide a solution to regrow our hair

List any relevant tests or laboratory data if you know them (Include dates)

I've been to 7 dermatologist and an acupuncturist. I had a scalp biopsy this week and am awaiting results. Most Doctors said it was telogen
effluvium and would get better when the scalp inflammation is gone. No one is able to get rid of the inflammation. Almost one year now
with red scalp and continued diffused hair loss.

Section B - About the Products 1of1

Name of the product as it appears | Brazilian Blowout
on the box, bottle, or package
(Include as many names as you
see)

Name of the company that makes | I don't know. It's from Hair salon
(or compounds) the product

Is the Product Compounded?
(Your health professional may be
able to help you identify whether
the drug was compounded.)

Is the Product Over-the-Counter?

Expiration date

Lot number

NDC number

Strength (for example, 250 mg per If Other
500 ml or 1g)

Quantity If Other
Frequency If Other
How was it taken or used Topical If Other
Date the person first started 31-Jul-2016

taking or using the product

Date the person stopped taking or | 31-Jul-2016
using the product

Did the problem stop after the No
person reduced the dose or
stopped taking or using the
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product?

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

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

Why was the person using the product? (such as what condition was it supposed to treat)

Hair treatment at salon to smooth hair, eliminate frizz

Section C - About the Medical Device

Name of medical device

Name of the company that makes
the medical device

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date

Was someone operating the
medical device when the problem
occurred?

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

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

(?lthe1)~ identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate
them

Section D - About the Person Who Had the Problem

Person's Initials ge

Sex Female

Age (specify unit of time for age) | 64 Year(s)

Date of Birth
Weight 49.05 kg(s)
Ethnicity (Choose only one) Not Hispanic/Latino
Race (Choose all that app]y) American Indian or Alaskan Native
D Native Hawaiian or Other Pacific Islander
Asian
White

D Black or African American

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

Borderline high blood pressure
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Please list all allergies (such as to drugs, foods, pollen or others)

Macrodantin, keflex

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

List all current prescription medications and medical devices being used.
Losartan 25mg

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

Calcium, vitamin D, Biotin, Fish Oil, Grapeseed

OTHER (CONCOMITANT) MEDICAL PRODUCTS 1of1

Product Name
Strength | If Other |
Therapy Start Date
Therapy End Date

Section E - About the Person Filling Out This Form
Last name (b) (6)

First name (b) (6)
Number/Street
City
State/Province
Country USA
ZIP or Postal code
Telephone number

Email address
Today's date 29-Jun-2017
Did you report this problem to the| No

company that makes the product
(the manufacturer/compounder)?
If you do NOT want your identity E

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