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or package (Include as many
names as you see)

Name of the company that Coppola Beauty LLC
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?| Yes

Expiration date

Lot number
NDC number
Strength If Other
| Quantity If Other N
Frequency If Other
How was it taken or used If Other

Date the person first started
__| taking or using the product

Date the person stopped taking
or 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 No
case we need to evaluate it?

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

Hair straightening

|Section C - About the Medical Device

Name of medical device

Name of the company that
makes the medical device

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

Model #
Catalog #
Serial #
Lot #
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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)

|Section D - About the Person Who Had the Problem

Person's Initials ]

Sex

Age (specify unit of time for age) | 52 Year(s)

Date of Birth
Weight 63 kg(s)
Ethnicity (Choose only one) Not Hispanic/Latino

Race (CheCK all that apply) I:l American Indian or Alaskan Native

I:l Native Hawaiian or Other Pacific Islander

I:l Asian
E White

D Black or African American

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

Product caused Acute Myeloid Leukemia and needs to be taken off the market.

ease list all allergies (such as to drugs, foods, pollen or others)
N/A

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

No health products until diagnosed with Acute Myeloid Leukema.

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

Acyclovir, Tacromilus, Magnesium Supplements, Entocourt

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

[F. OTHER (CONCOMITANT) MEDICAL PRODUCTS 10f 1

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)
ey (b) (6)
State/Province ) )
B Country USA B
ZIP or Postal code (b) (6)
Telephone number (b) (6)
| Email address (b) (6) |
N Today's date (b) (6) |

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

If you do NOT want your identity |:]
disclosed to the manufacturer,
place an X in this box :
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All dates displayed in the report are in EST(GMT-05:00) time zone

FESEENS

Company Unit CDER-CTU Originating Account FAERS

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

FDA Received Date 25-Feb-2018 ‘ CTU Received Date ‘ 25-Feb-2018
CTU Triage Date

Report Type Spontaneous ‘ Report Classification ‘ Drug

Assign To User

User/Group

Forward to Department

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

|Contact

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

|Section A - About the Problem

What kind of problem was it?

E Were hurt or had a bad side effect (including new or worsening symptoms;
(Check all that apply) ( 9 g symptoms)

I:l Used a product incorrectly which could have or led to a problem
I:l Noticed a problem with the quality of the product

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

Did any of the following happen?

D Hospitalization - admitted or stayed longer
(Check all that apply) P yealong

D Required help to prevent permanent harm (for medical devices only)
D Disability or health problem

E] Birth defect

E] Life-threatening

I:l Death

I:l Other serious/important medical incident
Date the problem occurred 24-Feb-2018

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

I went to have a brazilian blowout thinking only in having a smooth frizz free hair. However, the side effects of this product are
horrible from headache back pain burning nose and throat. Worst experience in my life.

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

|Section B - About the Products

Name of the product as it Brazilian blowout
appears on the box, bottle,

or package (Include as many

names as you see)
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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 If Other
Quantity If Other
N Frequency If Other N
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
person reduced the dose or
stopped taking or using the
product?

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

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

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

Name of the company that
makes the medical device

|Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can

locate them)

Model #

Catalog #

Serial #

Lot #

Unique Identifier (UDI) #
Expiry Date
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Was someone operating the
medical device when the problem
occurred?

Date the implant was put in

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

Date the implant was taken out (If
relevant)

Person's Initials

|Section D - About the Person Who Had the Problem

(b)(6)

Sex Female

| Age (specify unit of time for age) | 23 Year(s)
Date of Birth
Weight 56.25 kg(s)

Ethnicity (Choose only one)

Hispanic/Latino

Race (Check all that apply)

I:l American Indian or Alaskan Native
I:l Native Hawaiian or Other Pacific Islander

I:] Asian
I:] White

D Black or African American

|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)

|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.

Generated by: SYSTEM

Generated on: 25-Feb-2018 11:15:20 Page 3 of 4




Receipt No: RCT-128647 FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-18371 | Department: CFSAN | RCT No.: RCT-128647 | CTU Triage Date: 25-02-2018 | Total Pages
14

|F. OTHER (CONCOMITANT) MEDICAL PRODUCTS 10f1
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) N
Number/Street
City
State/Province
Country USA

ZIP or Postal code

Telephone number

Email address
Today's date 25-Feb-2018

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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IBasic Details

Company Unit CDER-CTU Originating Account FAERS
Source Medium MWO (Drug) Source Form Type E28 XML 3500
Pricrity High
FODA Received Date 15-May-2018 CTU Received Date 15-May-2018
'CTU Triage Date i - | €TU Data Entry Date — :
Report Type Spontaneous Report Classification Drug
Assign To User
User/Group
Forwerd ks Degarirmnt CDER (CDER-OSE-RSS-CTU@fda.hhs.gov) (E2B)
Case Priority Direct
| Reporter | | | l |
| % ’ (b){6) iy | (b) (6) (b)(8)
Age 69 Year(s)
Date of Birth
Sex Female
Weight 49.5 kg(s)
Ethnicity (Check single best Not Hispanic/Latino
answer)

Race (Check all that apply)

D Asian

D American Indian or Alaskan Native
D Black or African American

E‘Mﬂle

D Native Hawaiian or Other Pacific Islander

L Product Use Eror
D Product Problem (e.g.. defects/malfunctions)
Problem with Different Manufacturer of Same Medicine

Serious No
Outcome Attributed to Adverse
Event (Check all that apply) E Death
Life Threatening

D Hospitalization - initial or prolonged

G Other Serious (Important Medical Events)

D Disability/Permanent Damage

D Congenital Anomaly/Birth Defect

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

Date of Death
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Date of Event

Date of this Report

01-May-2018
15-May-2018

|Describe Event, Problem or Product Use Error

Describe Event, Problem, or Product Use Error: Almost all of my hair has fallen out after using this product for six months.

|[Relevant Tests/Laboratory Data, Including Dates

her Relevant History, Including Preexisting Medical Conditions

No pre-existing medical conditions, no other hair-care products

C. PRODUCT AVAILABILITY

Product Available for Evaluation?| Yes
(Do not send product to FDA)
Returned to Manufacturer on
|D. PRODUCT(S) 10f 1
Suspect Yes
Primary? Yes
| Product Type Drug/Biologic
Product Name Suave keratin infusion heat defense leave-in conditioner
Strength If Other
Manufacturer/Compounder L Oreal
NDC# or Unique ID 79400 19391 9 no ND
Is the Product Compounded? Yes
Is the Product Over-the-Counter?| Yes
Event Abated After Use Stopped | No
or Dose Reduced?
Event Reappeared after Doesn't Apply
Reintroduction ?
Drug Therapy 1 of 1
Dose or Amount If Other
Frequency Other If Other weekly
N Route Topical If Other
N Dosage Form
Therapy Start Date 01-Nov-2017
Therapy End Date 01-May-2018
N Therapy Duration If Other
Generated by: SYSTEM Generated on: 15-May-2018 14:15:57 Page 2 of 4
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Therapy Ongoing ?

Lot Number none?

Expiration Date
Diagnosis or Reason for Use (indication) 1 of 1

hair detangler

E. SUSPECT MEDICAL DEVICE

Brand Name

Common Device Name

Procode

Manufacturer Name
City

State

Model #

Lot #

Catalog #

Expiration Date
Serial #
Unique Identifier (UDI) #

Operator of Device

I:l Health Professional
I:l Lay User/Patient

I:l Other

Other
If Implanted, Give Date

If Explanted, Give Date

Is this a single-use device that
was reprocessed and reused on
a patient?

If Yes for the above field,

Enter Name and Address of
Reprocessor

|F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
[ CONCOMITANT MEDIGAL PRODUCT DESCRIPTION |

|G. REPORTER 1 of 1
Primary? Yes

Reporter is Patient?
Title
Last Name (b) (6)

Generated by: SYSTEM Generated on: 15-May-2018 14:15:57 Page 3 of 4
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Middle Name
First Name (b) (6)
| Address (b) (6)
City (b) (6)
State/Province/Region e
| Country USA If Other
ZIP/Postal Code (b) (6)
Phone (b) (6)
Email (b) (6)
Fax
Reporter Organization
Department
Reporter Speciality
Health Professional? Yes

Occupation

Also Reported to

If you do NOT want your identity
disclosed to the manufacturer

Other Health Professional | If Other

E Manufacturer/Compounder
E User Facility
E Distributor/Importer

No
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. Form Anvinae ] CVAR Na RIO0281 Fynlrma- 83002018

U.D. Uepanment of Heann ana fuman s>ervices For usc by user-racines, e L
Food and Drug Administration importers. distributors and manufacturers Mi Report & USNJFOC-20180719747
MeoWarcH for MANDATORY reporting GFfimporer Repor®
FORM FDA 3500A (10/15) Page 1 of 4
FDA Use Only

Nate: For date prompts of "dd-mmm-yyyy" please use 2<digit day, 3deter month 3. Dose Frequency Route Used

abbreviation, and 4-digit year, for example, 01-Jul-2015. # | [ i ‘opical

A. PATIENT INFORMATION [ i | {

1. Patient |dentifier | 2. Age [X] Year(s) [_] Montrs) [ 3. Sex 4. Weight o i } { Ii ‘

(B} () G4 [T Waek(s) [[] Days) (X| Female| - i i B |
or Date of Bitth {e.g.. 08 Feb 1926 1w (L 4. ;I'hera y‘lt)ate; (If‘unk/(djown give duration} from/ | 9. Event Abated After Use
In Gonfidence 09-Sep-1958 O - © {or best estimate)) {dd-mmm-yyyy) Stopped or Dosa Reduced?
: #Z2€6-Feb-2017 - #1 [_|Yes [_|No |Xj Doesn't

5.a. Ethnicity (Check 5.b.Race (Chack ali that apply) o apply

single bast answer) [JAsian ] American indian or Alaskan Native = -

{] Hispanic/Latino []Black or African American ~ {_| White ;Dlagnoels orilhen VNSt #2 [ Ives [INo [ gggfsy“”

i ;  UNENG “ATIO
{1 Not Hispanic/Latino | [ Native Hawaiian or Other Pacific Islander URENOWN  IHLICATION

0.
B. ADVERSE EVENT OR PRODUCT PROBLEM @ EIsTt Reapprtd A
1. X Adverse Event  andior | Product Problem (e.g., defects/imalfunctions) # [ 1ves [T Ine [X Doesnt
2. Outcome Attributed to Adverse Event (Check sif that apply) 4. is the Product | 7.1s the Product Over- avply
[ Death  Inciude date (dd-mmm-yyyy) - Compaunded ¢ the-Gounter? 4 [J Yes [ No [ Dossnt
[ Life-threatening [] Disability or Permanent Damage # Oves Tdno ¥ OvYes [Ino apply
{7 Hospitalization - initial or prolonged [ Congenital Anomaly/Birth Defects #2 [JYes [ iNo #2 [Jves [InNo
Other Serious (Important Medical Events) f. Expiration Date {dd-mmm-yyyy)
] Required Intsrvention 1 Pravent Permanent ImpairmentDamage {Davices) #1 ] #2
3| LI O VR (TR I VY S LIS O TRIS TSRO | 00 RAm-yAY) oS et o a ee —e —  —  — _]
- ; “an g 1 Contact Office (and Mamufactusing Site for Davices) Z. Phone Number
25-0ct-2019 _
5. Describe Event or Problem Nt 722 754 2672
9. esc X JNJ Consumer US Cosmetic e
Thig spontaneous report received — ——— 3. Report Source
from a patient of unknown age and "r‘;g‘i:;i (Check a#l that apply)
- J ~ -~ - F - L. o
gender reporting on self from 198 Grandview koad
United States wvia social media: skillman, NJ o 7 Forsion
GO0311323. ’ S -
The patient's weight, hasight and Continued | Sy
medical history were unknown. Bl Akiraes ] Uiterature
Continuad ngami@zita.jni.com ] cosiitier
. Relevant Tests/Laboratory Data, Including Dates Com T - N
rounding Cuisowcing Fackity S03B? UY&. { 5 Eaioal
On an unsgpecified date, the " L] Heaith Professiona
physician was consulted and she had A Dt Recutvwd by S ERiE 7] User Facility
a biopsy done on her scalp, reaulta Manufacturer {du-mmni-yyvy) I — O
unknown. 27 .8 2019 ANDAZ Company
fomeEp-ald R Reprezantalive
IND 4
Continued 5. 1f IND. Give Protocol # BLA % i-_-__——‘ Disirituitor
7. Other Relevant History, including Preexisting Medical Conditions f2.g., PIMAS L] Other
allergies, pregnancy. smoking and alcchof use, liverfkidney problems, efc.) S10(x) #
7 Type of Report
[Cirgck &t thal appl Combinstion N
{Cirg s apjy} Prerii L] Yes
[]stey [x¥]20-dey
[(lrday []Perodic Pre-1838 ] Yes
_— = e L
1. Name, Manutacturer/Compounder, Strength [()i5cay [¥] Folowups 3
#1 - Name and Strength #1-NDC # or Unigus ID }
0Gz? EVER Continued %, Manulzclurer Repor Numbs % Ad Evertl Temn(s)
) AL POIS! o
#1 - ManfactrencCompotnder T Lot ) e e BOLSCMARGE
FAia {(Chemica _poisoning
A unx (10008428}, Chemical
#? - Name and Shangth #2- NDC # & Unigue ID Continued
e = IVaILTa Tt e O MDOuUnQeT ; L= 10 1T Name and Addmas f: entinus l..l
| ] | AR Nanms (b) fel ant Namea ‘b‘ fﬁ\ [
Country - USA |z1RPostal Cose - (D) (B)
b T IRE T
Submission of a report does not constitute an admission that medical | 2 Health - 2. Occupation 4 Initial Reporter Also Sent
personnel, user facility, importer, distributor, manufacturer or proguct s ' [Patient I Repoitto FA
caused or contributed to the event. J ves Klno Lives L] No ] unk
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M E DWATC H MANDATORY reporting T

3500A Facsimile

1. Patient Identifier

{b) (6)

2. Age at Time
of Event:
o Unknewn

[: Female

[_ i Male

Date e 2 -1
of Birth: gl e g3

LK
In corfidenca

Page 1 of 3

FUA ueR cnly

1. Name {Gie faba
RATIN THE

RNINGY Shampos

B. ADVERSE EVENT OR PRODUCT PROBLEM

# Topical

1.[X]Adverse Event  andior [X] Product Problem (e defects/matiunctions)

2. Dosa, Freguency & Route Used 3. Tharapy Datles i unirows, give daration framao)

2. Qutcomes Attributed to Adverse Evant {Check all thai apply) #2 *2
= (Mg YY) i 4. Diagnosis for Use (Indication) 5. Event Abated After Use
[ |Life-threatening { ] Congenital Anomaly!Birth Defect #1 PRODUCT USED FOR UNENOWN StoEpjed or Dose Reduced?
[:] Hospitalization - Initial or prolonged g Other Serious {imporiant Medics) Events) INDIC ,;; IO Yesr %'No £ L;fs;r\l‘
D Required Intervention lo Prevent Permanent Impaiment/Damage{Devices) #2 8 :] Y e“D No D Dossnt
3. Date of Event (Y yy 4. Dato of This Repart vsigys 6. Lot # 7. Exp. Date Apply
?2/22/22727 D7/27/2018 # anknown #22/77/72777  |8. Event Reappeared Aftar
5. Describe Event or Problem ” #2 Reintroduction? )
Thie spoentan : repart received from s #1 :]Y QE_J(NO :l z'ifeing
0f unkneown ac nder reperting o 8. NDC# of Unigue 1D URK PRIy
United States social media: 0002311323, #2 [ JYos ] No [] B
PRy

wWere unknown,

PoAar hl:.LJ‘(T
* EVER AllvH"
CONDITIONER L1 : JER STR I"?HT
THERAFY CONDIITIONER
Ereqguenc: C

Concomits

ERAFPY

nd

The patisnt's weilght, hsight and medical history

D. SUSPECT MEDICAL DEVICE

patient ced vsing

LIAN EERATIN

10. Concomitant Medical Products and Therapy Dates (Sxviie treaiment of event)
No Concomitant Products Reg =Ts

1. Brand Name

‘J:lk«t.)wn indication,

2. Common Device Name

3. Manufacturer Name, City and State

LI, )

6. Relevant Tests/Laboratory Data, Including Dates
No Relewvant Test/Laboratoxry Data Reported.

4 Model # Lot# 5.0perator of Device
— t Professi
Catalog # Expiration Date (i ——} Heath Professional
[ Lay User/Patient
Serlal # Other # (] Other
| |61 implanted, Give Date ¢nmaaniny | 7.1 Explanted, Give Date sy |

[T Yes :'] No

raca, pragnancy. smoking and aicobal ise, hepaticirensal dysfunction, ets )

Nc Relevant History

Submission of report does not constitute an admission that
medicai personnel, user facility, importer, distributor.
manufacturer or product caused or contributed to the event.

7.0ther Relevant History, Including Preexisting Madical Conditions(e.g , allergies,

9.1f Yes to tam No. 8, Enter Name and Address of Reprocessor

10. Device Avallable for Evaluation? (Do not gansd o FOA)
L] Yes [ | No [} Retumed to Menutacturer on:

(TTIVRAY YY)

11. Concomitant Medical Products and Therapy Dates (Fxduis treninan of Evenl}

E. INITIAL REPORTER

1. Namesﬂsdress Phene #
* N
| B
2. Health Profassional? 3. Occupation 4.Initial Reporter Also Sent
[] Yes No [Unknown Report to FDA

[1ves [ 1 No IX] unk
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B5. Describe Event or Probfem {Cont...)

were acth reporised.

On oan unspecifisd dats,
poiscning) dus te the chemicals in the product (preoduct ingredient issue). The patient



C. SUSPECT PRODUCT(S)

#
CLND 1302

1. Name (Givc labolod strength & mirflabeinr)
OCX EVER STRAICHTENING PRAZIL KERATIN THERAPY
(X EVER ETRATICGHTENING!

Shampoo

"2

0 - [ L s . [)
1. Pailent ldentifier |2. Age at Time 3. Sex 4. Welght
(b) (6) o E"""% o [X] Female 1oN%  bs
cWr.um- - L] veate i)
In confldence ofBirtn: 27/72/2227 INZ  kgs
B. ADVER OR PROD PROE

# Topical

2. Dosa, Frequency & Route Used

(o bast astimote)

3. Tharapy Oates (F unisow, gve duston: foma

#102/26/20L7-227712/2222

1.[X]Adverse Event  ancior [X] Product Problem (e.y., dafoots/malfunctions)
r. Outcomes Attributed to Adverse Event  (Check all thal apply) #2 72
h—-——-———r—‘ . —
an romAaayyyyi I:I e dok oy hohiod 4. Diagnosis for Use (Indication) §. Evenl Abated After Use
[uite-threatening [ Congenital Anomaly/Birth Defec! #! PRODUCT LSZD TOR LRENO ::ﬂﬁag ::If g’;o R&ucﬂl? ‘
DHospun!luum ~inilial or aralonged [f_]' Cihar Serious [lroobenl Mutcs! Evenls] INDICATIDN UNK cm'
[[JRequired Intervention (o Prevent Pormanent ImpaimenyDamaga(Devices) 02 #2 [JYes[] No ] Doeant
3. Date of Evenl (~mosyy) ‘.Eato of "I"'h{l Report rvasiygd 6. Lot i 7. Exp. Dalo Apply
22/72/22%? 09/20/2018 #anknown #127,22/7?7277 |B. Evenl Reappeared Afer
2
5. Describe Event or Problem #2 #2 :1. [Eo\g:: En;«o [] Doesn't
Thia spuntunecas repor: received Izom o pat lent Lok Abely
0% unknown age «nd ygender reporting on sels from | |9.NDC#orUnlquelD e
United Srates v.a social mecdie: 00C2112323. #2 [JYos[JNe [] :p“;’)‘"

The patiant's weighz, height and medicel history
vere unknown,

on an unspecificd date, the patient srarted using
92X EVER STRAIGHTENING ERAZIL KEFATIN THERAPY
CONDITIONER 1302 (EVER STRAIGHT BRAZILIAN KERATIN
THERAPY CONDITIUNER 388&) [zepical, dozc and
fregquency uncpecified ) oz unknuwn tndicas_un.
Concomitant medicezions

ND RTLOVADT IEIL/ 0anuiauuey PaLe ivepioa o=w.

1. Brand Name

D. SUSPECT MEDICAL DEVICE

10, Concomitant Medical Products and Therapy Dates (Exdude twauneit of evenl;
No Concomitant Products Reported

2. Cammon Device Namn

Catalog #

3. Manufaciurar Name. City and Stale

EXPIFALION LAs immosaywy)

[[] Lay user/Palient

Serlal #

Other #

D Other

6.1 Implanied, Give Date im-vasyyyy)

|7 Explanted, Give Dale (mmoiy

[ ves [ no

8.1s this & Single-use Device that was Reprocesasd and Reused on a Patlent?

7.0ther Ralevant History, Including Prosxisting Madical Condllions(e g, allemles,
race, pregnancy. smoking and alcahal use, hepstic/rens! dysfunchian, efc )

Nc Relevant H.story Reportad

8.1 Yes to hem No_ 8, Enter Nama and Address of Reprocessor

10. Device Avallable for Evalustlon? (Do nat sead to FDA)
O ves [ nNo [ Retumed to Mamstactires on:

VoMY

Submission of roport doas not constitute an admission that

11. Concomlitant Medical Products and ?herapy Dates (Exciude twatment of Event)

4Inillal Reportar Also Sent
Report to FDA

medical personnel, user facility, Importer, distributor,

I!. Hnalth Professional? 3. Dccupatian
manufacturer or oroduct causad or cantributad to the event. No

M vyes [X] Caknown
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F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)

3. User Facllity or Importer Name/Address

2 [Eflmnnartar Ranart Numhar

4, Contact Person

5. Phone Number

6.Date User Facility or Importer
Becama Aware of Evenl
Iy

8.Date of This Reporl
gy yy)

7.Type of Raport

] Initial
L]

Follow-up #

H. DEVICE MANUFACTURERS ONLY

2. If Follow-up. What Tvpe?

1 Tvne nf Renariable Event

|| Serious Injury
[] malfunction

[ other:

|| Additional Infarmation
[] Response ta FDA Reques!
[:I Devico Evalualion

4.Device Manufaclure Date
(mmAyyyy)

3. Device Evalualed by Manufacturer?
D Nol Retumced to Manufaclurer

[]es[] Evaluation Summary Atiached

5. Labeled for Single Use?

D Yes D No

[INo (Attach page Io explain why not)
provide code:

ar

9.Approximale
Age of Device Palienl

Code

10, Event Problem Codes(Refer to coding inanual)

—

ES ]

Device
Code

=] =1 I

11. Report Sent to FDA?

1 ves
] ne

Iy

13. Roport Scnf to Manufacturer?

[ ves
D No

{rrrvodtyyy !

12, Location Where Event Occurred
D Hospila Outpalient
D Uia Diagnoslic Facilily

[[Nursing Home :
Anibulatory Surgical

Outpatient Fadili
Treatmanl Y
Facility

[Jotner:

(Seccily)

14, Manufactiurer Name/Address

G. ALL MANUFACTURERS
1. Contact Offica - Namel/Address (and Manufacturing

Site for Devices) 1

= o IR . -6094509402
JNJ ...ons‘umr:ar. 05 Cosmetlic CRepoi Sowoe
199 Grandvicw Road (Chasck o tot cxply)
Skiliman [] Foreign
hax [T Study

2.Phone Number

w Consumer

4.Date Recelved by Manufsclurar
ey Yy

0B/20/2018

D Health Professional

6.1f IND, Give Protocol #

7. Type of Report (check ai tiet aoply)
[J5cay 30-day
D?-dny D Perindic
[C]10-day [[]inital
[:I‘iS-day Follow-up #

9, Manufacturer Report Number
Us-
JNJFOC-20180719747

5.
{A)NDA # |:| Usar Facility
IND # Company
Representallve
STN # [ pistributer
PMA/ D Other:
510(K

Combination Yas

Product =

Pre-1938 [ |ves

OTC Product [_] Yes

8. Adverse Evant Term(s)

1) CHEMICAL FOISONIRC

(Cont ,)

6. Evaluation Codes (Refer fo cading manual)

Method I—_I l ] 'r I '|___I
s | |
1 I

7. if Remedial Actlan Initiated, 8. Usage of Device
Chack Typa D Initial Use of Device
ifi
[1Recal  [] Net cation [ Reuse
D Repar  [_] Inspactian
; Unknown
[[] Replace  [] Palient Maniloring [
8. If actlon reported to FDA under

[[] Relabeling [ ] Medification/

Adjusiment 21 USC 360I(f), lIst correctlon/
D Other:

removal reporting number:

10 D Additional Manufacturer Narrative  andior  11. D Corracted Data

Tha publlc repening burdan for this telloction of Informulion has boen psUrnaled to avaraye 66
iminules Lol ccoponaa. ncluding the tme for reviewing irativctions, searching vmsiing Cota
suurces, gathoing and maniaining the gela noodsd, and comploling and reviewing tho
collection of infarmalion, Send comments regarding this burdar astimale o any other aspacl of
Was collsnticn of Intomiabien, wmludiog supgastions for iedusmy s Luiden to

Depanment of Haalth and Human Servizes

Feood and Diug Administiation - tadWaich

10605 Now Hampshira Avoous

Buliding 22, Mail Sitp 4447

Silver Spting, MO 209330002

Ploase DO NOT RETURN this form To this address,

ONB Sialemen:

"An agonsy inay not condduct or spongor
wnyd o eSO 14 r\u\ regured o Teapond
to, o oollochon ot intarmation unlose o
mm‘:!&u_q currently vald OMO contal
it 1)
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Continuatlon Sheot for FDA-3500A Form Page 3 of 4 Date of this reporl: 0872072018

@5, Deseribo Event or Problem {Cont...)
were nct rveported.

On an unspecified date, the patient experisnced toxically peisoned body {chemical
po.scning) due to the chemicals in the pzoduct (product ingredient issue). The patient
reported that it was getting wozse like a obronzeing caacer goiny through whole body.

Action taken with OGX EVER STRAIGHTENING BRAZIL KERATIN THERAPY CONDITIONER 130%Z (EVEX
STRATGHT BRAZTLIAN KERATTH THERAPY CONDITIONER 386) was unkncwn.

The outcome wus vnknown for zoxicslly polsoned body (chemical poisoning) and product
ingredient issue.

This report was associated with the product complaint and product cemplaint number was
30001451719,

This report was serious (medically significant).Follow up lnformstion wWas receivad on
15-JUL-2018.

This report contains nc new regulatory celavant informatisn, No changes were made to the
reportFellow up information was received on 14-AUG-2018.

This report contains no new regulatorcy relevant information. No changes were made to the
reporLFollow up information was received on 14-AUG-2018.

Th.s repoct contains no new regulatory celevant information, No changes werze made to the
reporl.Adiitional information vas received on 30-1UG-2016.

Th:is report concerns a 68 year old female patient. On 26-FEB-2017, the patlent started
us.ng OGX EVER STRAIGHTENING BEAZIL XERATIN THERAPY COND 130Z (topical, dose and
frequency unspecified) to conditlon her hair. The patient concomitantly used Pantene
Conditioner as a conditionec. On an unspecilied date, the patient reported that usage of
product toxically poisoned her hody (chenical poisoning) dug to dangezous chemicals in
the product (product ingredient issue). Because of chemical polisoning her hair were
melc, fry, dzy, frizzy, britzle which started to break, injured. On an unspecified date,
since 11 months prior to report she alse noticed that her head hair, eyelashes, eyebrows
were [alling and ruined her scalp. She experienced burning sensation on her scalp skin,
in eyes, sysbrows eyelashes and body. The patient reported that product rulned her life.
The patient also noticed tha:t her hair turned into one sometime two knots due to which
she cannot even wash her hair-and it was snapping out ¢f her head., She also mentioned
that her leg's and eyebrows hal:z were gone and she had blond halr, turning into buznt
bzown. She was not able toc dye her hair either because it made her hair feel like a
rubber band. She also stated that her situnation was getting worse like a bronzing cancer
going through whole body. She could feel her body trying to [ight the poison esvery day.
The patient also developed cracked skin and feet. She noticed that her hair growth
stunted and her skin was turning into plastic. She reported that the product did not
even had child proof cap and it was toxic. The patient stated that she could feel
pressure in her body and head as all events happened tec her and she was tzying to heal
from it. On an unspecified date, the physician was consulted and she had a biopsy done
on her scalp, results unknown. The patient used Preallergy shampoo to treat the events,
Patient had long, black and flowing hair to her belly buzton that was bouncy and long.
The outcoms of events friad halz, drzy halr, bzittle hal:z which broke, knotted hair, hair
feels likg rubber b?nd, loss cf hair, injuzed hair, blonde hair, hair turning into burnt
EﬁO;:L i:;?pt:i?sd ?ﬂtz plaszic, :ackedwskin and feet, burningleyas, burning sensation

L 5¢ _ n, L yes, syebrows eyelashes and body, dry skin, stunted hair growth
(chemical poisoning) and product ingredient issue was unknown. This case s a duaplicate
of 20180719747, 20180902554, 20180:02688, 20171106730, 20171120957, 20180324707,
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20180828488, 201802C1076, 20180903071 and 20180724202.
Senders Comments/Medical Assessment: .
B.6 Relsvant Tests/Laboratory Data, Including Dates (Cont...)
Lab Result:
Test Name Tesl Date Test Result Normal High Normal Low
BIOPSY 27/72/722272 unknown

GB, Adverss Event Term {Cont...)
2) PROLUCT FORMULATION LSSUE
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EDIA Faemiria Appraval: D130 2000

U.S. Department of Health and Human Sarvicos & o
Food and Drug Administration For use by user-facilitics, Pir roport
distributors and manufacturers for US-INJFOC-20180719747
M E DW ATC H MANDATORY reporting UFAmEenss repons
3500A Facsimile
Page 10f 4 FONine o2l
| P FYGRTTTIIR g ner | BT Ts watent 1 [1.Name (Give Inboled strenath & mirdabeler) |
ln_)m} - k'"""’ : . er"‘ale 1°s WIS S S | WS WA GO S SR W TP WS WG W VP O P ———e—— -
or 68 Years D Male or COND 130Z (DCGX EVER STRAICHTENING) Shampoo
Date K w2
i confidence: | ofBin: 22/22/2227 e arh
2, Dose, Fraquency & Roule Usad 3. Tharapy Datas ¥ usirows, g dusstion frama
B. ADVERSE EVENT OR PRODUCT F o fotens i s N
wARS MO2/26/Z007=22/%2/27722

1.:x]Adverso Event  andior E Produc! Problem (e.g., defects/malfunctions)
2. Outcomes Attributed to Adverse Event  (Check slf that spply) #2 =

Death: Disability or Permanen! Damage
D (mardgiyyyys [:] el 9 4. Diagnosis for Use (Indication) 5. Evenl Abated After Use
DU!c-!hrcalcning D Congenilal Anomaly/Birth Defect #1 DRODUCT USZD TOR UNKNOWN Stopped or Dose Reduced?
[:]H:spila!izslbﬂ -inilial or prolonged [ X] Other Seriaus (lmpetsnl Medice! Eventy) INDICETION k1 Y“UDN':‘ e [] D: :;';K
Required Intervention {0 Prevent Permanent Impaiment/Damags(Devices, ' —_—
[1Rea P g8l ! w2 #2 [ ]Yes[ ] No [_] Doesnt
3. Date of Evenl (»midyy 4. Date of This Report jrvastyyy 6. Lot® 7. Exp. Dute Apply
2/29/2272 2572 3
22/22/2223 01/25/201¢2 # unknown #193/722/227272 |8 Event Reappaared Afler
5. Describe Event or Problem Relntraductlion?
#2 #2 #1 []ves[ | No [] Doesnt
Thiz spontaneous roport rcccived IZrom a patienc 3. NDCA or Unique 1D UN= Apply
of unknown age and gender reporting on sell Irom #2 []Yes[] No [] Docsnt
United States via social media: 000311223, Apply

10. Concomitant Medical Products and Therapy Dates (Exduue liwatment of evwit)

The patienz's weight, height and medical history | [No Ccncemitant Products Reportsd

wers unknown.

D. SUSPECT MEDICAL DEVICE

on an unspecified date, the patient starzed 1 Brond Neme
using OGX EVER STRAZIGHTENING BFAZIL KEPATIR

THERAPY CONDITIORER 1302 (EVER STRAICHT 3, Common Devioe Name
ERAZILIAN KERATIN THERAPY CONDITIONER

386) (topicael, dose and frequency unspecified ) 3. Manufacturar Name, Cily and Stale

Zor unknown indica-ion, Concomitant medications

{Tonx. )] [4Model¥ Lot# 5.0perator of Device
6. Relevant Tests/Laboralory Data, Including Dates
Colalog # R halian Date bt [] Health Professional
] Lay UseriPatient
Serial#® Other # |_] Other

6.1t Implanted, Giva Dale (rmosmy T7.f Explantad, Give Date ¢xmiasy

8.1s this a Single-use Device thal was Reprocessed and Reused on a Fallent?

[] vyes [] No

8.1 Yes to Item No, B, Enter Name and Address of Reprocessor

7.0lher Relevant History. Including Preexisting Medical Conditions(e.g, allergies.
race, pregnancy. smaking and alcohol use, hepaticirenal dysfunction, ele.)
Ne Relevant History Reported 10. Device Avallable for Evaluation? (Do riol eurf (s FDA)
[ ves[] No [] Returned lo Manufzcturer on:

oYYyl

11. Concomitant Medlcal Products and Therapy Dales (Excluds tusimen of Evenl)

1. Name & Addrens | Fhene #

(b) (6)

UNITED STATES

Submission of raport doas not constitute an admission that
medical personnel, user facility, importar, distributar, 2. Health Profassional? El.nol::;:::;:n 4‘2‘122?.??32’ Also Sent
manufacturer or product caused or contributed to the event. [0 ves X] No [J Yes [] No [K] Unk
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PubHe Health Service @ Food and Drug Administratio

MEDWATCH
3500A Facsimile (Continued)

Pags 2 of4

F. FOR USE BY USER FACILITY/IMPORTER  (Devices Only) fiH. DEVICE MANUFACTURERS ONLY

1. Check One 2. UF/importer Report Number 1. Type of Reportable Event
[Juserfacity  [] Importer (] peain

3. User Facllity or importer Namel/Address [:I Serious Injury

[] malfunction

[ other:

3. Device Evaluated by Manufacturer?
|:] Not Returned to Manufaclurer

D YESD Evaluation Summary Altached

FDA tisn Only]

2.If Follow-up. What Type?
[:] Carrection
[] Additianal Information
[[] Response to FDA Request
[[] Device Evaluation

4.Device Manufacture Dale
(mmAnyyy}

4. Contact Person 5. Phone Number

6.Dale User Facility or Importer |7.Type of Report 2.Date of This Report

Became Aware of Evant (] initia i) e igwacg page ta explain why not} or |3- Labeled for Single Use?

ek provide code:

o [] Follow-up# [ ves [ o
9.Approximale 10. Event Problem Codes(Refer fo coding manual) -
Age of Device Patient _] : r I v I | 6. Evaluation Codes (Refer to coding manual)
e wos [ L ||
W
Code [ | [ |

11, Report Sent to FDA? 12. Location Whare Event Occurred Results | |-| -J I-I |

[ ves DHospila! Outpatient

—mmedwy | Diagnostic Facility
] mo i D Hema Conclusions -
[JNursing Hemne z

T3 Repor Soni 1o Mantaciurer? Outpatient ?22’,;1";'0” Surgical | 1779 Remedial Action Initiated, 8. Usage of Davice

[ Yes Treatment Chock Typa [] Inftial Use of Device

[:I ) T Facility D Recall |:| Notification %

5 euse
[Jother: _ [] Repair  [] Inspectian [5], asmn
{Spocily) D Unknown

|:| Replace D Palieni Monitoring
[] Relabeling [ ] Medification/

Adjusiment
D Diher:

10 DAddmcnai Manufacturer Narrative  andfor

14, Manufacturer Name/Address
9. If actlon reported to FDA under
21 USC 360[{f), list correctlon/

ramoval reporting number:

1t D Corrected Data

G. ALL MANUFACTURERS
1. Contact QOffice - NamelAddress (and Manufacturing 2 Phone Number
Site for Devices) 1
; -60945554
JMNJ Consumer US Cosmstic 07
199 Grandview Road 3 Reporl Sowee
o k i l l man [Chuck alf that 2eply)

[] Foreign
D Study

D Lilerature

Consumer

UNITED STATES

4'2:2:'?;;‘“““ i i(A)NDA # D Health Profossional
01/12/2019 [] User Facility
6. If IND, Give Protocol # IND# Company
STN & Reprosentative
I:] Distributor

7. Type of Report (Crauice! that 2opiy) BMA/ [:]
[5day 30-ctay 510K Other:
[J7-cay ] Periedic Cembination  [] yes
[]10-day [Jtnttat Eroduct

Pre-1938 [ ves
[J15-cay [X]Foliow-up # OTC Product [ ] Yes

2
B. Adverse Evant Term(s)

9, Manufacturer Report Numbar
1)CHEMICAL POISONING

Us-THNIFOC-2016071%747 b A2 B
{Cont.}j

The public repening burdan for this sollection of infermalion Has heen estmated o average 65
rrirutec pal teopense, inciuding ho tiree for raviawiog irstiuctions, searching cxiziing dats
L gathorng and maintaining the cala nooded. and comploling and reviewinge tho
collection of inlarmation, Sond comments regarding this burdan estimate or any ciher aspect ol
Wis colloction of infonmalivn, insuding suggeshicns for seducing this Buiden o

Depanment of Haalth and Human Senvices
Feod and Dug Adminizuation - tAodWaleh
10005 Now Hampshita Avoous

Dullding 22, Mail Step 4447

Bilver Sping, MD 20983-0002

Ploase DO NOT RETURN this form To this address,

OMB Siatement:

AR agancy may net comeluct of gpangor
and 4 persan @3 nel reguired o lb!pﬁl“j
to, n collection of infarmation unless
disiplaya 2 currently vaid OMDB contral
HLmbet
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Continuation Sheet for FDA-3500A Form Mir, reporté:  US-JNJFOC-20180710747
Paga 3 af4 Date of this raport: 01/25/2013

BS. Dascribe Event or Problem (Cont...)
were not reported.

On an unspecified date, the patient experienced toxically poisoned body (chemical
poisoning) due to the chemicals in the product (product ingredient issue). The patient
repcrtec that it was getting worse like a bronzeing cancer going through whole body.

Action taken with OGX EVER STRAIGHTEINING BRAZIL KERATIN THERAPY CONDITICNER 130Z (EVER
STRAIGIT BRAZILIAN KSRATIN THERARPY CONDITIONER 366) was unknown.

The outcome was unknown for toxically poisoned body (chemical poisening) and przoduct
irgredient issus.

This rzeport was associated with the product ccmplaint and product complaint number was
30C01451718.

This report was seriods (medically significant).Follow up information was received on
18-JUL-2018§.

This report contains no new reqgulatory rslevant information. No changes were made to
the reportfollow up infcrmatior was received on 14-AUG-2018.

This report contains no new regulatory relevant information. No changss were made to
thke reportrfollow up infermatiorn wzs received on 14-AUG-2018.

This report contains no new regulatory relevant information. No changes were made o
thke report.Additicnal informetion was received on 30-AUG-2018,

This report concezns a 68 year old female patlient, On 26-FEB-2017, the patlient started
using OGX EVER STRAIGHTENING BRAZIL KERATIN THERAPY COND 130z (topical, dose and
frequency unspacified) to condition her hair. The patient concomitantly used Pantene
Conditioner as a cenditionez. On an unspscified date, the patient reportad that usage
cf product toxically poisoned her body (chemical polisoning) due to dangerous chemicals
in *he product (product ingredient issue). Because of chemical peoiscning her halr were
melt, Lcy, dzy, [rizzy, brittle which started to bzeak, Injured. On an unspecillied
date, since 11 months prior to report she alsc noticed that her head hair, eyelashes,
eyebrows were falling and ruined her scalp. She experienced burning sensaticn on he:s
scalp skin, in eyes, eyebrows eyelashes and body. The patisnt reported that product
sained hsr iife. The patient also noticed that her hair turned Iinto one sometime two
knots dus to which she cannot even wash her hair and it was snapping out of her head.
She also mentloned that her leg's and eysbrows hair were gone and she had blond hair,
turning into burnt brown. She was not able to dye her halr either because it made her
hair fsel like a rubber band. She also stated that her sitvation was getting werse like
a bronzing cancer going through whole bedy. She could feel her body tzyving to fight the
poison every day. The patient alsc developed cracked skin and fest. She noticed that
her hair growth stunted and her skin was turning inte plastic. She reported that the
roduct did not even had child proof cap and it was toxic. The patient stated that she
could fesl pressure in her body and head as all events happened to her and she was
trying tc heal from it. ©On an unspecified dats, the physician was consulted and she
had a biopsy done on her scalp, results unknown. The patient used Pr=allergy shampco to
treat the even:=s. Patient had long, black and £lowing hair to her belly button that was
bouncy and long. The outcome of events fried hair, dry hair, brittle hair which broke,
xnozted hair, hair feels like rubber band, loss of hair, injured hair, blonde hair,
hair turning into burnt brown, skin turned into plastic, cracked skin and feet, burning
eyes, burning sensaticn on her scalp skin, in syes, eysbrows eyelashes and bedy, dry
skin, stunted hair growth (chemical poisoning) and product ingredient issue was
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B5. Describe Evant or Problem (Cont..)

unknown. This case is a duplicate of 20180719747, 201£0302554, 201801026€8,
20171108730, 20171120957, 2018C324707, 20180828488, 2018020107&, 20180903071 and
Z0180724202.Follow up information was received on 06-SEP-2018.

This zeport contains
the repori.Follow up

This report contains
the report.Follow up

This report contains
the report.Follow up

no new regulatory zelevant information. No changes were made to
informetion was received on 06-SEZ-2018.

no neﬁ-regulatory relevant information. No changes were made to
information was received on 06-SEP-2018.

no new regqulatory zelevant information. No changes were made to
information was received on 06-3EP-2018. This report contains no

rew regulatory relevaat informatien.

This case is a duplicate of 20181013176, Follew up information was received on 0€-

SEP-2013.

This report contains
the report.Follow up

This report contains
the repori.Follaw up

This report contalns

no new regulatory zelevant information. No changes were made to
information was received on 06-SEP-2018.

no new regulatory relevant information. No changes were made to
information was received on 13=JAN-2010.

no new requlatory relevant information. No changes were made to

the report.Additicnal medizally important informaticn was resceived or. 13-JAN-2(019.

The patient stated that, the product made people sick.
senders Commen=s/Medical Assessment: ...

B.6 Relevan! Tests/Laboralory Dsata, Including Dates (Cont...)

Lab Resull:
Teat Name
BIQP3Y

G8, Adverse Evenl Term (Cont...)

Taat Date Tesl Resull Normal High Normal Low
72/22/2277 anknown

2) PRODUCT FORMULATION ISSUE
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MEDWATCH MANDATORY reoring
3500A Facsimile Bage ke FDA o only
8 PATIENT INECGRMATION | ¢ SUSPECTPRODUCT(SY .|
I . T @UeTIt aaenLineT &. ﬁ\u‘! & §HEer 3. QX I'. "Bls'll ! I Vo TNEIINIG | ADVLT WIRATITIL DTECPILINS OB FUETREICTAIGICT § I
b Cucams. ey - Falan 2 b &4 b = DA TAUMENTTISNY DDA TTT B AMTLY MUTeraAny
R = AR L | [ vale o COND L30Z (GCX EVIE STRATGHTLENINGY Shampoo
Date L rgs | 172
In confidence of Birth: PRl Esdd K
2. Dose, Frequency & Route Used 3 Therapy Dates 1 unsaom, give dwaton) fomsg

B. ADVERSE EVENT OR PRODUCT PROBLEM
1.[X] Adverse Event  andior Product Problem (e.q., defects/malfurctions)
2. Outcomes Attributed to Adverse Event {Check all thet apply) #2 3

# Tapical

22/

!_l e (mm/adyyyy; E] Risabifity or Pormanant Damage 4. Diagnhosis for Use (indication) 5. Event Abated After Use
[ ] Life-threatening { | Congenitat Anomaly/Birth efect #1 PRODUCT U 2 UNENCHN Stopped or Dose Reduced?
[ |Hospitalization - initisl or profonged [ X | Othar Sefious (importan tedicsl Events) I \]b 1o ) "'I‘;-I-I o ) # [ Yes L] No (] Dosent
L v = ' S UNK Apply
[ Requiredt Intervention to Prevent Parmanent Impaimment/Damage (Devices) 4 #2 T vos [ ] Mo [ Dosert
3. Date of Event rmmiuis 4. Date of This Report (rmdaiss) 6. Lot# 7. Exp. Date Apply
2,22/ G6/lzszalo ¥ unknawn #la2/272/7977 8. Event Reappeared Afler
5. Describe Event or Problem ThTT T JReintroduction?
- # #1 [ ]Yes r No [ | Dessnt
Thiz spontanesus from a patient 3. NDC# or Unique 1D Apply
f unk on el from &2 U f(\.;[_, No u Doesn't
Unitec 3311323, Apply
10. Concomitant Medical Prod ucts and Therapy Dates (Exciwde tiweiment of svernt)

mitant cducts Reportead

The patient's weight, height and medical history No ¢

were unknown.
e e D. SUSPECT MEDICAL DEVICE
e %

fied date, the p»«
GHTENING

1. Brand Name

N 2, Common Devica Name
4 "FLI\:‘.

3. Manufacturer Name, City and State

“ionsg

(Tont . | [4Model # Lot# 5.0perator of Device
6. Relevant ?estleaboratocy Data, Including Dates
th Profess |
Catalog # Expiration Date immiasyyy: D HENE Filasiong
D Lay UsariPatient
Serial # Other # [[Joter
E.0f Implantad, Give Date fr—wmiygn | 7.}f Explantad, Give Date pewsayy

8.1s this a Single-use Device that was Reprocessed and Reused on a Patlent?

[ Yes [7] Ne

9.4f Yes to item No. 8, Enter Name and Address of Reprocessor

7.0ther Relevant History, Including Praexisting Medical Conditions{s g, allaries,
race, pregrancy, smoking and sicohol use, hepaticiranal dysfunction, ate.)

Wo Relevani History Reported 10. Device Available for Evaluation? (Do ol send to FDA)
(] vYes [ ] No [} Retuned to Menufacturer on:

VTV VYY)

11. Concomitant Medical Products and Therapy Dates (Exciuis tsaimen of Evert)

E. INITIAL REPORTER

Submission of report does not constitute an admission that

medicat personnet, user facitity, importer, distributor, SMaxsh Proteertoaeie f O},cctf’",m" ":;‘;';‘;’,1"3,";’32' e
manufacturer or product caused or contributed to the event. £] ves No [UnKNOWR
[ ] ves ] No [X] tnk
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CTU No. FDA-CDER-CTU-2020-7931 | Department: CFSAN | RCT No. ROCT-788891 | €T Tnage Date: 22.01.2020 | Tatal Fages
B Form Anvireesdl TRAR Na EI0WO2S1. Froiema- 020104

U.D, Uepanment of Heann ana Muman >ervices I'or use by uscr-racilnes, - —
Food and Diug Administration importers . distribators and manntheturens Mir Rapost # T1S- INJFOC-21
ME DWATCH for MANDATORY reporting Urlimporier Repon®
FORM FDA 3500A (10/15) Page 1 of 4
FDA Use Only
Nate: For date prompts of "da-mmm-yyyy" please use 2<diglt day, 34ater monin 3. Dose Frequancy Routa Used
ahbreviston. and 4-digil year, for exarnple, 01-Jul-25615. #1 ";';;p ical
A. PATIENT INFORMATION
1, Patlent |dentifier | 2. Age [R] Year(s) [ Maiitn(s) | 3. Sex 4. Weight a0 ‘ Topical
(h“B) i_:;a G Waak(s) m n&\ﬂ‘.) g_’ Female
of [pate of Rivth fa v 019 Egly 1325) [ 4. Therapy Dates {If unktiown give duration} from! | 9. Event Abated After Use
Ih Confidence {1 male D to (or pest estimate]) (Ad-mmun-yyyyi Stopped or Dose Raduced?
: A | @ || # 26-Feb-20i7 - #1 [Yes [_|No |X] Dosst
5.a. Ethnicity (Chack 5.15. Raee [Check alf that apply) 4o apply
Single best answer) [Jasian ] American indian or Alaskan Native = e e il
1 Misnaiicll st 2. Diagnosls 8 (Indication, # AW y
;:l |flﬂpdf\lb’l-3“”° [ ] Black or African American [ | White #1 'YIQIKN“W?‘: NG I("ATI) e 2 Lves [Ine X 2;‘;}3”'
{1 Not HispaniciLatino | [ Native Hawalian of Othel Pacific Islandes o P SR SR }
10. Event Reappeared After
B. ADVERSE EVENT OR PRODUCT PROBLEM HZUNKNOWN TNOECATION R,..,.,odm"gm;
1 3 Adverse Event  andior | Product Problem (e.g.. defectsinaifunctions) # [Ives [Ine [B Dossni
2. Outcome Attributed to Adverse Event (Creck sil that autly) 3, s the Product 7 12 the Product Over- apply
; o e 2 2o ?
[ Deatn  fnciuds dats (Ga-nnm-yyyy) #‘co"'mu"ded #:m'(’w’mer = # [ ves [) o [¥ Dossmit
(] Life-threatening [ Digabilizy or Pernanent Damags ! [Chyes T INo Dves CEne apply
{71 Hoaprtalization - ieilfiat or prolonged  [7] Congenital Anvrealy/Binn [efects #2 [JYes [Jno #2 Jves [InNo
rher Serjous (Imporsan” Medical Events) 5. Explration Date (@d-mmm-vyyy)

] Required Inmstvention 1 Pravant Permansnt mpsirmenyDamage (Devicas) #1 #e

3, Date of Event {dd-mmm-yyyy) 4. Date of this Report (dd-mmm-yyyy) G. ALL MANUFACTURERS
2i-Jan~2020 t Contact Office (and ¥anufacturing Sita for Deyices) ¢ Phone Number
5. Descrioe Event or Frobl N 722 754 2G7z
= Describe Event ar Frobiem INd Consumer UE Oosmstic :
Thigs spontanecous repork <acsived L_’ a 2 3. Reqont Solron
from a patient of unknown ags and ‘:“Jz‘f';f_; (Che:x s tha! apply)
gender reporcing ot sslf from 199 Crandview Road
5171“-6311 gga-eb wia soeial mediag ST TS N~ ] Forsign
311323, s e —
Ths patient's weight, hsight and Continued | oSt
medical history wesre unknown, P e i S BT
Continued ngamizics.jng.som ] Cenvsirper
. Relevant Tests/Laboratory Data, Including Dates Campounding Dutsowting Faglily 50387 | |ves -

) Y 5=t - Hemsith Professone
On an ungpecified dats, the

CEath Y PSRN b - 3 A Date Recstved by s o i
physician was consulised and sl NDA # | User Facility
a biopsy done on her scalp. bt bl i e 7
Unknown. a5 - J =Ty by ANLAR | i Gompany
£3=} 2 VAV iy Represartalive
{‘ont.inued & I IND. Give Protocol # BLAH :_4 Thelritber
/. Other Relevant History, Including Preexisting Medical Conditions {s,0.. PIA? L ey
allergies, pregnancy, smoking and alcohio! usa, iveirlidney grobferms, elc.) 510 #
7 Type of Report )
(Cirack & thi anplyt W"%: (:'ﬁ:;xc ‘E £ ves
[ ]etey  [g]di-day
[(rday [ Perodic Pre-1538 T_] Yes
C. SUSPECT PRODUCT(S) [T1ogay [T ninal o1 { ] Yes
1. Name, Manufacturer/Compounder, Strength [7]15day ] Fotlow-up & 7
#1 - Rama and Strength #1-NDT # o Uniigee 1D 5 -
O0GX EVER Conrtinued & Manulad Repori, Numb % ;Advle‘rw Em;@@(s) 2 e =
#1 - Manufacturer/Compounder #1 - Lot QUAEZTLI™MT = "H,E‘MI(“"’“ F Lf‘f"?ml‘fh’_
PR, {Chemical poisoning
e (100084283, Chemical
#72 - Name and Strengtn #2  NDC # o Unigue 1D Continued
CGX EVER Continued . E. INITIAL REPORTER
#7 - Manufacturar/Compounder #2 - Lot 1 Name and Address Continusd
_ast Name, (D) (B) [Flrst Name : (b) (6)

2, Concomitant Medical Products and Therapy Dates (Exviuge treatmert of event] || addess ' 5558 yeazie st 108

Cencemicant. Urugs Not Reported

Chy: (b) (6) Isva{efPlovlncefReglon :(b)(6)

Gountry : ISR | 2iPrPostal Coos - (B) ()

Phone ¥: | Emair: (B) (6) i
Submission of a report does not constitute an admission that medical z gaﬂ‘ﬂ' " 2. Occupation 4 Initial Reporter Also Sent
personnel, user facility, importer, distributor, manufacturer or product Mot waizheld i’ PaLient —k Ruportio FDA
caused or contributed to the event. Lves Kipo [IZ2-°° [ Yes 1 No ] Unk
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CTU No.. FDA-CDER-CTU-2020-24824 | Department CFSAN | RCT No.. RCT-786282 | CTU Tnage Date: 02-03-2020 | Total Pages
: Fom Awrnvedt MR NR SE8100281 Froles 3020108

U.S. Ueparnment of HEann ana HUMan Services FOr us¢ by uscr-aciines, r SN
Food and Drug Administration importers. distsibutors and manufacturers | M Reporté DIS=INIFOC-20180719747
ME DWATCH for MANDATORY repurting UF/importar Repor #
FORM FDA 3500A (10/15) Page 1 of 4
FDA Use Only
Nate: For date prompts of "dd-mmm-yyyy" please use 2<digit day, 3deter month 3. Dose Frequency Route Used
ahbreviation, and 4-digil year, for example, 01-Jul-2015. ay | iTop ical
A. PATIENT INFORMATION e 2
1. Patient (dentifier | 2. Age [X] Year(s} [_] Month(s) | 3. Sex 4. Weight i } { !"I'op ical ‘
‘b) (6) ] i ’_] Waak(s) ﬂ Day(s) z] Female i} = —
Date of i (e ey e 2 Iy 4. Therapy Dates (M unknova: give duration) fromy | 9. Event Abated After Use
I Canfidence E (abf (é-i (24, B Feb 1925 L] male S 1o (or gest estimale|) (ad-mmm-yyyyi Stoppad or Dose Reduced?
—— o i i . ® | #26-Fen-2017 - # Lves [INo (%] Coesi)
5a. Ethniclty (Check 5.15. Race (Check ali that apply) 4 apply
single best answer) [Jasian ] American indian or Alaskan Native Eo g e
fanarind ati 5. nosls for Use {Indication, #2 ;
1 Hxs;)afiuLatmu [ Black or African American ] White " _39 oo S [ves [ INe (X ggg;s;nt
{7} Not Hispanic/Latino [ Native Hawsiian or Other Pacific Islander UNKNOWN IRDICATIUN
10.
B. ADVERSE EVENT OR PRODUCT PROBLEM o TMENONR INOLCATTON ket A
1. X Adverse Event  andior | Product Problem (e.g., defects/inaifunctions) # [Ives [TIne [X Doesnt
2. Outcome Attributed to Adverse Event (Check sif that apply) 4. is the Product | 7.ls the Product Over- apply
» ? 2
[T Desth  mciuds date (dd-mmm-yyyy) - mccompounded f:“*’cwmer [ Yes [] No [B} Dossnt
[ Life-threatening [} Cigability or Permanent Damage Oves Tino *1 O ves [Ino apply
{7 Hospitalization - initial or prolonged [ Congenital Anomaly/Birth Defects #2 [Jyes [iNo #2 [Jves [INo
Other Serious (Important Medical Events) 5. Expiration Date (dd-mmm-yyyy)
] Required Intervention 1 Pravent Permanent ImpairmentDamage {Davices) #1 ] w2
3 UTTE OF BV (G0-Tmm-yyyY] 4. LUAIE OF TS NEROFT | DO-Mmm-yyyy) B e e e e e e ——
28-Feb-~2020 1 Contast Office (and Manufacturing Site for Davices) 2. Phone Number
S i B E e o Marrio 732-754 2672
it vent or Froblem JNJ Consumer US Cosmetic 7
Thig spontanecus report received , 3. Repor Source
from a patient of unknown age and gf_,"‘;; (Check afl that apply)
%PnSZa gsgg;slggaot‘of?i{ figm . 199 Grandview Road .
5101%)_!11353" vovas mesd st Skillman, NJ rD"Foreign
The patient's weight, height and Continued | LJSwdy
medical history were unknown. B Aeiias ] Literature
Continuad ngami@itca.jni.com AL
@. Relevant Tests/Laboratory Data, Including Dates Sar T -
rounding Cutsowang Faclily S03B7 E]Yes { aaional
On an unspecified date, the < L] Hecith Pictessions
physician was consulted and she had A Dols Recelyed by S R g ] wser Facility
a biopsy done on her scalp, reaults Manufactuver {cio-mmn-yyyy) —| &
unknown. 19-Feb-2020 aNDAZ | [ ]Company ‘
- EL-40LaU . Represantalive
IND¥
ontinued 5. 1f IND. Glve Protocol # BLAH g Disirtuitor
7. Other Relevant History, Including Preexisting Medical Conditionsz.g., PIMAS L] Other
allergies, pregnancy. smoking and alcchol use, liverfkidney problems, efc.) S10(k) # e
7 Type of Report A
(Chrack ff ths! app “ombinstion
{Cirg sl applyt et L] Yes
[]5dey 30-day
[(rday []Porodic Pre-1838 ] Yes
_— = e L
1. Name, Manufacturer/Compounder, Strength [)15cay (3] Feloweup i B
#1 - Name and Strength #1 - NDC # or Unigus ID }
UOGX EVER Continued & Manufaciurer Repor Numb & Ad Eveni Tenn(s) ~
#1 - Manufacturer’Compotnder #1- Lot 1) CHEMICAL POISONING
Heisa {Chemical poisoning
: S (10008428}, Chemical
ft? « Name and Stength #2 . NDC # & Unigue ID Continued
TEL TNV RLIVE TN A T LT [ = Lom 1 Name and Addrnses continusd
| _ag Name. [B) |Flist Nama |
T P anaamibant Badical Deadoeta and Tharano Pnkae (ol edo seodre® ok oomanel ll‘(\ }Jﬁ, . (h} w’
COICOMILAAL UIUgeE NOU Keporced e T 7~ . m—
Chy: (B} {8) IStare..’valncerRegi-:n; (b) (6)
Country : USA |ziPPostal coga (D)
Fhone & | Emall (b) (6) . |
Submission of a report does not constitute an admission that medical £ Health = 2 Occupation A Indlial Reporier Alsa Sent
personnel, user facility, importer, distributor, manufacturer or product : : [Patlent I Rapailin FEA
caused or contributed to the event. Jves Kino Lives L No L) unk




14



14



14



Receipt No: RCT-185863 FDA 3500B Form
CTU No. FDA-CDER-CTU-2018-74354 | Department. CFSAN | RCT No.. RCT-185863 | CTU Tnage Date. 12-08-2018 | Tolal Pages
4

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

IBasic Details

Company Unit CDER-CTU Originating Account FAERS

Source Medium MWO (Drug) Source Form Type E28 XML 35008
Priority High '

FDA Received Date 11-Aug-2018 CTU Received Date 11-Aug-2018
CTL-J'Triage Date i | cTuData éntry Date —

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

Fonwad ta Departmant CDER (CDER-OSE-RSS-CTU@fda.hhs.gov) (E2B)

Case Priority Direct

I_Re;.:erter ‘ B S o ‘ ‘

|E ®)E) ®)6) ©)6) ©©)

R B VVETE MuIt Or naad a boaa siae enect (mciuan TIEW O WOTSENMNG Symploms
(Check all that apply) R A s
D Used a product incorrectly which could have or led to a problem
D Noticed a problem with the quality of the product
D Had problems after switching from one product maker to another maker

Date the problem occurred 11-Aug-2018

wia dany ol uie ionowing nappern «

(Check all that apply) L Hospitalization - admitted or stayed longer

D Required help to preven! permanent ham (for medical devices only)
Disability or heallh problem

D Birth defect

D Life-threatening

D Death

g Other seriousfimportant medical incident

Other serious/important medical
incident

g s e et mmme A i el s Al s geers B maa el rmeaes 21 e w211 e g e A s TEaaa

i
hurting and my skin developed |tch|ness | also felt an extreme lmtatlon in my nostrils and the symptoms have not stopped
even though it has been 2 hours post treatment.| also experienced bronchoconstruction and could not swallow food for some
time.This was the worst adverse reaction | have ever encountered.

[t ——— [ TS —



Receipt No: RCT-185863 FDA 3500B Form
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14
Suspect Yes
Primary? Yes
Product Type Drug/Biologic
Name of the product as it Acai Professional Brazilian Blowout solution

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

Name of the company that METHYLENE GLYCOL
makes (or compounds) the

product

Is the Product Compounded? Yes

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

Is the Product Over-the-Counter?| Yes
Strength If Other
NDC number

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

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

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

Returned to Manufacturer Date
|Drug Therapy 1 0of 1
Expiration date

Lot number

Dosage Form

| Quantity Other If Other 6 Puff(s) N
Frequency If Other
How was it taken or used Topical If Other

N Date the person first started 11-Aug-2018 N

taking or using the product

Date the person stopped taking | 11-Aug-2018
or using the product

Therapy Duration

Therapy Ongoing ?
y was the person using the product? (such as what condition was it supposed to treat)
Cosmetic treatment for the hair

|Section C - About the Medical Device
Name of medical device

Name of the company that
makes the medical device

Generated by: SYSTEM Generated on: 11-Aug-2018 19:45:42 Page 2 of 4
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CTU No.: FDA-CDER-CTU-2018-74354 | Department: CFSAN | RCT No.: RCT-185863 | CTU Triage Date: 12-08-2018 | Total Pages
14

Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can

locate them)

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)

|Section D - About the Person Who Had the Problem

Person's Initials [

Sex Female

Age (specify unit of time for age) | 26 Year(s)

Date of Birth
Weight 62.1 kg(s)
Ethnicity (Choose only one) Not Hispanic/Latino

Race (CheCK all that apply) El American Indian or Alaskan Native

I:l Native Hawaiian or Other Pacific Islander

E Asian
I:l White

I:] Black or African American

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

None

|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.)

Generated by: SYSTEM Generated on: 11-Aug-2018 19:45:42 Page 3 of 4
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CTU No.: FDA-CBER-CTU-2018-74354 | Department: CFSAN | RCT No.: RCT-185863 | CTU Triage Date: 12-08-2018 | Total Pages
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None

|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

|Section E - About the Person Filling Out This Form

Primary? Yes

Reporter is Patient?

Title
Last name (b) (6)
Middle Name
N First name (b) (6) ]
Number/Street (b) (6)
oty (6) (6)
State/Province )6
Country USA
ZIP or Postal code (b) (6)
Telephone number (b) (6)
| Email address (b) (6) |

Fax

Reporter Organization

Department

Reporter Speciality
Today's date 11-Aug-2018

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

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

Generated by: SYSTEM Generated on: 11-Aug-2018 19:45:42 Page 4 of 4
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CTU No.: FDA-CBER-CTU-2018-76155 | Department: CFSAN | RCT No.: RCT-187472 | CTU Triage Date: 17-08-2018 | Total Pages

14

FDA 3500B Form

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

Company Unit CDER-CTU Originating Account FAERS

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

FDA Received Date 16-Aug-2018 CTU Received Date 16-Aug-2018
CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

Forward to Department

Case Priority

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

Direct

Contact

Case
Reporter

First Name

Last Name Email Address

Phone

v (6) (6)

(b) (6)

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

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

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

|Section A - About the Problem

Date the problem occurred

28-Jul-2014

Serious

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

Yes

I:l Hospitalization - admitted or stayed longer

I:l Required help to prevent permanent harm (for medical devices only)
I:l Disability or health problem

I:l Birth defect

I:] Life-threatening

I:] Death

E Other serious/important medical incident

Other serious/important medical
incident

Trouble breathing

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

Got a brazilian keratin treatment done to smooth out the texture of my hair. During the treatment | could not breathe properly, |
would cough, and my eyes stung. | was offered a wet towel and it relieved my symtoms.sensation during styling or when it got
close to my eyes. Following the treatment | had triuble breathing and oftwn timws felt a burning sensation in my lungs, nose,

and eyes for a week. | also had a lot of dandruff and oilt scalp as | had not before.

N/A

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

|Section B - About the Products

Generated by: SYSTEM

Generated on: 16-Aug-2018 23:15:42

Page 1 of 4
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Suspect Yes
Primary? Yes
Product Type Drug/Biologic
Name of the product as it Clear reconstructor solution

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

Name of the company that Pure brazilian
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?
Strength If Other
NDC number

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 No
case we need to evaluate it?

Returned to Manufacturer Date
|Drug Therapy 1 0of 1
Expiration date

Lot number

Dosage Form

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

Date the person first started
taking or using the product

Date the person stopped taking
or using the product

Therapy Duration 1 Day

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

Improve hair texture

|Section C - About the Medical Device
Name of medical device

Name of the company that
makes the medical device

Generated by: SYSTEM Generated on: 16-Aug-2018 23:15:42 Page 2 of 4
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Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can

locate them)

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)

|Section D - About the Person Who Had the Problem

Person's Initials e

Sex Female

Age (specify unit of time for age) | 22 Year(s)
Date of Birth
Weight

Ethnicity (Choose only one) Hispanic/Latino

Race (CheCK all that apply) El American Indian or Alaskan Native

I:l Native Hawaiian or Other Pacific Islander

I:l Asian
E White

I:] Black or African American

|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)
NA

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

Generated by: SYSTEM Generated on: 16-Aug-2018 23:15:42 Page 3 of 4



Receipt No: RCT-187472 FDA 3500B Form

CTU No.: FDA-CBER-CTU-2018-76155 | Department: CFSAN | RCT No.: RCT-187472 | CTU Triage Date: 17-08-2018 | Total Pages
14

NA

|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.
NA

|Section E - About the Person Filling Out This Form

Primary? Yes

Reporter is Patient?
Title

Last name (b) (6)
Middle Name
First name (b) (6)
Number/Street
City
State/Province
Country USA
ZIP or Postal code

Telephone number

Email address

Fax

Reporter Organization

Department

Reporter Speciality
Today's date 16-Aug-2018

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

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

Generated by: SYSTEM Generated on: 16-Aug-2018 23:15:42 Page 4 of 4



Receipt No: RCT-185158

4

FDA 3500B Form
CTU No. FDA-CDER-CTU-2018-73893 | Department. CFSAN | RCT No.. RCT-185158 | CTU Tnage Date: 09-08-2018 | Tolal Pages

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

IBasic Details

Company Unit CDER-CTU Originating Account FAERS

Source Medium MWQ (Drug) Source Form Type E28 XML 35008

Priority Routine

FDA Received Date 09-Aug-2018 CTU Received Date 09-Aug-2018

_CTL-J'Triage Date N | cTuData éntry Date — 1

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

Fonwad ta Departmant CDER (CDER-OSE-RSS-CTU@fda.hhs.gov) (E2B)

Case Priority Direct
| ﬁ;;_aérter ‘ R ‘ S o ‘ \
2 |[e® ©E 5)6) | B)(6) |

(Check all that apply)

B VVETE NnuIt Or naa a Daa sige enect (nciuuing new of Worsenmng sympioms)
D Used a product incorrectly which could have or led to a problem
D Noticed a problem with the quality of the product

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

(Check all that apply)

Date the problem occurred

wia dany ol uie ionowing nappern «

04-Aug-2018

L Hospitalization - admitted or stayed longer

D Required help to prevent permanent ham (for medical devices only)
D Disability or heallh problem

D Birth defect

D Life-threatening

D Death

g Other seriousfimportant medical incident

incident

Other serious/important medical

fever, cough, burning eyes,

anything but put her on an antlblotlc on 8/5. It is now one week after the treatment and she
No one around her has gotten sick within 7 days.

T e Rl ame Smsesl mmean ) welima 2 Eel B imetAne mraen w13

.S'-tI"- ha;s 100.5 t;an;p with a cough



Receipt No: RCT-185158 FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-73893 | Department: CFSAN | RCT No.: RCT-185158 | CTU Triage Date: 09-08-2018 | Total Pages

14
Suspect Yes
Primary? Yes
Product Type Drug/Biologic
Name of the product as it Brazillion Blowout Hair Treatnebt

appears 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?
Strength If Other
NDC number

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

Did the problem return if the No
person started taking or using the
product again?

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

Returned to Manufacturer Date
|Drug Therapy 1 0of 1
Expiration date

Lot number

Dosage Form

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

Date the person first started
taking or using the product

Date the person stopped taking
or using the product

Therapy Duration

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

hair smoothing treatment

|Section C - About the Medical Device
Name of medical device

Name of the company that
makes the medical device

Generated by: SYSTEM Generated on: 09-Aug-2018 16:16:00 Page 2 of 4
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14

Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can

locate them)

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)

|Section D - About the Person Who Had the Problem

Person's Initials (b) (6)

Sex Female

Age (specify unit of time for age)

Date of Birth (b) (6)
Weight 56.25 kg(s)
Ethnicity (Choose only one) Not Hispanic/Latino

Race (CheCK all that apply) El American Indian or Alaskan Native

I:l Native Hawaiian or Other Pacific Islander

I:l Asian
E White

I:] Black or African American

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

none

|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.)

Generated by: SYSTEM Generated on: 09-Aug-2018 16:16:00 Page 3 of 4



Receipt No: RCT-185158 FDA 3500B Form

CTU No.: FDA-CBER-CTU-2018-73893 | Department: CFSAN | RCT No.: RCT-185158 | CTU Triage Date: 09-08-2018 | Total Pages
14

no health problems ircallergies

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

amoxicillin -tobtreat symptoms

[List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used.
none

|Section E - About the Person Filling Out This Form

Primary? Yes

Reporter is Patient?

Title
Last name (b) (6)
Middle Name
| First name (b) (6) |
Number/Street (b) (6)
Clty (b) (6)
State/Province ) )
Country USA
ZIP or Postal code (b) (6)
Telephone number (b) (6)
| Email address (b) (6) |
Fax

Reporter Organization

Department

Reporter Speciality
Today's date 09-Aug-2018

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

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

Generated by: SYSTEM Generated on: 09-Aug-2018 16:16:00 Page 4 of 4



Receipt No: RCT-189054 FDA 3500B Form

CTU No.: FDA-CDER-CTU-2018-77677 | Department: CFSAN | RCT No.: RCT-189054 | CTU Triage Date: 23-08-2018 | Total Pages
14

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

FESEENS

Company Unit CDER-CTU Originating Account FAERS

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

FDA Received Date 22-Aug-2018 CTU Received Date 22-Aug-2018
CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

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

Case Priority Direct

|Contact

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

|Section A - About the Problem

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

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

D Noticed a problem with the quality of the product

E] Had problems after switching from one product maker to another maker
Date the problem occurred 21-Aug-2018

Serious No

Did any of the following happen?

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

D Required help to prevent permanent harm (for medical devices only)
I:] Disability or health problem

D Birth defect

E] Life-threatening

D Death

D Other serious/important medical incident

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

| had a Brazilian blowout hair straightening treatment at a salon. My eyes and throat were burning pretty bad during the
treatment. When | went home | was so dizzy and had a headache and went to sleep for maybe 12 hours. | woke up the next
day and | still have a headache and feel fatigue, and my nose is still burning too.

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

N/A

|Section B - About the Products 1 of 1
Suspect Yes
Primary? Yes

Generated by: SYSTEM Generated on: 22-Aug-2018 21:45:25 Page 1 of 4



Receipt No: RCT-189054 FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-77677 | Department: CFSAN | RCT No.: RCT-189054 | CTU Triage Date: 23-08-2018 | Total Pages

14
Product Type Drug/Biologic
Name of the product as it Brazilian Blowout

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

Name of the company that Don't know
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?
Strength If Other
NDC number

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 No
case we need to evaluate it?

Returned to Manufacturer Date

ug Therapy

Expiration date

Lot number
Dosage Form
Quantity If Other
| Frequency If Other -
How was it taken or used If Other

Date the person first started
taking or using the product

Date the person stopped taking
or using the product

Therapy Duration

Therapy Ongoing ?
y was the person using the product? (such as what condition was it supposed to treat)
Hair straightening treatment

|Section C - About the Medical Device

Name of medical device

Name of the company that

makes the medical device

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

Generated by: SYSTEM Generated on: 22-Aug-2018 21:45:25 Page 2 of 4
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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)

|Section D - About the Person Who Had the Problem

Person's Initials () ©)

Sex Female

Age (specify unit of time for age)

Date of Birth (b) (6)
Weight
Ethnicity (Choose only one) Not Hispanic/Latino

Race (Check all that apply) D American Indian or Alaskan Native

D Native Hawaiian or Other Pacific Islander

D Asian
E White

I:l Black or African American

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

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.)

Generated by: SYSTEM Generated on: 22-Aug-2018 21:45:25 Page 3 of 4



Receipt No: RCT-189054 FDA 3500B Form
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14

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

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

|Section E - About the Person Filling Out This Form
Primary? Yes

Reporter is Patient?
Title

Last name (b) (6)
Middle Name
First name (b) (6)
Number/Street
City
State/Province -
Country USA
ZIP or Postal code
Telephone number (b) (6)
Email address (b) (6)

Fax

Reporter Organization

Department

Reporter Speciality
Today's date 22-Aug-2018

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

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

Generated by: SYSTEM Generated on: 22-Aug-2018 21:45:25 Page 4 of 4



Receipt No: RCT-189754

FDA 3500B Form

CTU No.: FDA-CBER-CTU-2018-78373 | Department: CFSAN | RCT No.: RCT-189754 | CTU Triage Date: 24-08-2018 | Total Pages

14

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

Company Unit CDER-CTU Originating Account FAERS

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

FDA Received Date 24-Aug-2018 CTU Received Date 24-Aug-2018
CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

Forward to Department

Case Priority

E CDER (CDER-OSE-RSS-CTU@fda.hhs.gov) (E2B)
Direct

Last Name Email Address Phone

Contact
Case First Name
Reporter
E (b) (6)

(b) (6)

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

|Section A - About the Problem

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

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

Date the problem occurred

22-Aug-2018

Serious

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

Yes

I:l Hospitalization - admitted or stayed longer

I:l Required help to prevent permanent harm (for medical devices only)
I:l Disability or health problem

I:l Birth defect

I:] Life-threatening

I:] Death

E Other serious/important medical incident

Other serious/important medical
incident

Asthma attack

Had a hair cut at(b) (4)

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

. a spray product called "Regis Enchanted Midnight leave in with Keratin"

was sprayed onto my hair. The fragrance in this product caused a serious allergic reaction and asthma which required the use
of antihistamines and inhaler for more than a day. The fragrance was very persistant and could not be completely removed
even after 6 shampooings. | do not have the container for this product since it is owned by the salon.

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

|Section B - About the Products

Generated by: SYSTEM

Generated on: 24-Aug-2018 15:45:16 Page 1 of 4




Receipt No: RCT-189754 FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-78373 | Department: CFSAN | RCT No.: RCT-189754 | CTU Triage Date: 24-08-2018 | Total Pages

14
Suspect Yes
Primary? Yes
Product Type Drug/Biologic
Name of the product as it Enchanted Midnight leave in with keratin

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

Name of the company that Regis
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?| Yes
Strength If Other
NDC number

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

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

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

Returned to Manufacturer Date
|Drug Therapy 1 0of 1
Expiration date

Lot number

Dosage Form

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

N Date the person first started 22-Aug-2018 N

taking or using the product

Date the person stopped taking | 22-Aug-2018
or using the product

Therapy Duration

Therapy Ongoing ?
y was the person using the product? (such as what condition was it supposed to treat)
Part of salon treatment

|Section C - About the Medical Device
Name of medical device

Name of the company that
makes the medical device

Generated by: SYSTEM Generated on: 24-Aug-2018 15:45:16 Page 2 of 4
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Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can

locate them)

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)

|Section D - About the Person Who Had the Problem

Person's Initials (b) (6)

Sex Female

Age (specify unit of time for age) | 33 Year(s)

Date of Birth
Weight 58.5 kg(s)
Ethnicity (Choose only one) Not Hispanic/Latino

Race (CheCK all that apply) El American Indian or Alaskan Native

I:l Native Hawaiian or Other Pacific Islander

I:l Asian
E White

I:] Black or African American

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

Ashtma, hypothyroidism

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

Pollen, cats, some fragrances

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

Generated by: SYSTEM Generated on: 24-Aug-2018 15:45:16 Page 3 of 4
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|List all current prescription medications and medical devices being used.

Synthroid

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

None

|Section E - About the Person Filling Out This Form

Primary? Yes

Reporter is Patient?

Title
Last name (b) (6)
Middle Name
| First name (b) (6) |
Number/Street (b) (6)
City (b) (6)
State/Province ) )
Country USA
ZIP or Postal code (b) (6)

Telephone number

Email address

Fax

Reporter Organization

Department

Reporter Speciality
Today's date 24-Aug-2018

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

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

Generated by: SYSTEM Generated on: 24-Aug-2018 15:45:16 Page 4 of 4



Receipt No: RCT-190071 FDA 3500B Form

CTU No.: FDA-CDER-CTU-2018-78467 | Department: CFSAN | RCT No.: RCT-190071 | CTU Triage Date: 26-08-2018 | Total Pages
14

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

FESEENS

Company Unit CDER-CTU Originating Account FAERS

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

FDA Received Date 26-Aug-2018 CTU Received Date 26-Aug-2018
CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

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

Case Priority Direct

|Contact

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

|Section A - About the Problem

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

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

D Noticed a problem with the quality of the product

E] Had problems after switching from one product maker to another maker
Date the problem occurred 24-Aug-2018

Serious No

Did any of the following happen?

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

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

I:] Disability or health problem

D Birth defect

E] Life-threatening

D Death

D Other serious/important medical incident

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

Reaction to Brazilian blowout. Tight chest, burning nose and throat stinging watery eyes and headache

|List any relevant tests or laboratory data if you know them (Include dates)
It contains formaldehyde when heated and is known to cause cancer

|Section B - About the Products 1 of 1
Suspect Yes
Primary? Yes

Generated by: SYSTEM Generated on: 26-Aug-2018 12:15:44 Page 1 of 4



Receipt No: RCT-190071 FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-78467 | Department: CFSAN | RCT No.: RCT-190071 | CTU Triage Date: 26-08-2018 | Total Pages

14
Product Type Drug/Biologic
Name of the product as it Brazilian blowout

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

Name of the company that Brazilian blowout
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?
Strength If Other
NDC number

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

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

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

Returned to Manufacturer Date

ug Therapy

Expiration date

Lot number

Dosage Form

Quantity If Other

Frequency If Other

How was it taken or used Other If Other product is flat ironed into the
hair

Date the person first started
taking or using the product

Date the person stopped taking
or using the product

Therapy Duration

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

Hair straightener

|Section C - About the Medical Device
Name of medical device

Name of the company that
makes the medical device

Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can

locate them)

Generated by: SYSTEM Generated on: 26-Aug-2018 12:15:44 Page 2 of 4
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14

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)

|Section D - About the Person Who Had the Problem

Person's Initials B

Sex Female

Age (specify unit of time for age) | 36 Year(s)

Date of Birth
Weight 65.25 kg(s)
Ethnicity (Choose only one) Not Hispanic/Latino

Race (Check all that apply) D American Indian or Alaskan Native

D Native Hawaiian or Other Pacific Islander

D Asian
E White

I:l Black or African American

|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)

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

Generated by: SYSTEM Generated on: 26-Aug-2018 12:15:44 Page 3 of 4
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|List all current prescription medications and medical devices being used.

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

|Section E - About the Person Filling Out This Form
Primary? Yes

Reporter is Patient?

Title
Last name (b) (6)
| Middle Name B
First name (b) (6)
Number/Street (b) (6)
o (b) (6)
N State/Province ©)(6) |
Country USA
ZIP or Postal code (b) (6)
Telephone number (b) (6)
Email address (b) (6)
Fax

Reporter Organization

Department

Reporter Speciality
Today's date 26-Aug-2018

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

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

Generated by: SYSTEM Generated on: 26-Aug-2018 12:15:44 Page 4 of 4



Receipt No: RCT-203012

14

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

FESEENS

FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-90397 | Department: CFSAN | RCT No.: RCT-203012 | CTU Triage Date: 01-10-2018 | Total Pages

Company Unit CDER-CTU Originating Account FAERS

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

FDA Received Date 01-Oct-2018 CTU Received Date 01-Oct-2018
CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

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

Case Priority Direct

|Contact

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

|Section A - About the Problem

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

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

D Noticed a problem with the quality of the product

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

29-Sep-2018

Serious Yes

Date the problem occurred

Did any of the following happen?

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

I:] Required help to prevent permanent harm (for medical devices only)
E Disability or health problem

D Birth defect

D Life-threatening

D Death

D Other serious/important medical incident

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

I need to report a reaction | am having from the Brazilain Blowout treatment. | had this done on Saturday October 29, the
person who did the treatment on me kept applying it directly to my scalp, which is not supposed to be down. 2 hours later | felt
dizzy, now it is 3 days later and | feel unbalanced, dizzy, slurred speech., these chemicals have aborded into my head and |
am having severe nuerological issues

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

|Section B - About the Products 1 of 1
Suspect Yes
Primary? Yes

Generated by: SYSTEM Generated on: 01-Oct-2018 16:45:54 Page 1 of 4



Receipt No: RCT-203012 FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-90397 | Department: CFSAN | RCT No.: RCT-203012 | CTU Triage Date: 01-10-2018 | Total Pages

14
Product Type Drug/Biologic
Name of the product as it Brazilian Blowout

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

Name of the company that Brazilian Blowout
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?
Strength If Other
NDC number

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

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

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

Returned to Manufacturer Date

ug Therapy

Expiration date

Lot number

Dosage Form

Quantity If Other

N Frequency If Other N
How was it taken or used If Other
Date the person first started 29-Sep-2018

taking or using the product

Date the person stopped taking
or using the product

Therapy Duration

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

to smooth hair

|Section C - About the Medical Device

Name of medical device

Name of the company that

makes the medical device

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

Generated by: SYSTEM Generated on: 01-Oct-2018 16:45:54 Page 2 of 4



Receipt No: RCT-203012 FDA 3500B Form

CTU No.: FDA-CDER-CTU-2018-90397 | Department: CFSAN | RCT No.: RCT-203012 | CTU Triage Date: 01-10-2018 | Total Pages
14

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)

|Section D - About the Person Who Had the Problem

(b) (6}

Person's Initials

Sex Female

Age (specify unit of time for age) | 39 Year(s)

Date of Birth
Weight 60.75 kg(s)
Ethnicity (Choose only one) Not Hispanic/Latino

Race (Check all that apply) D American Indian or Alaskan Native

D Native Hawaiian or Other Pacific Islander

D Asian
E White

I:l Black or African American

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

none

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.)

Generated by: SYSTEM Generated on: 01-Oct-2018 16:45:54 Page 3 of 4



Receipt No: RCT-203012 FDA 3500B Form

CTU No.: FDA-CDER-CTU-2018-90397 | Department: CFSAN | RCT No.: RCT-203012 | CTU Triage Date: 01-10-2018 | Total Pages
14

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

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

|Section E - About the Person Filling Out This Form
Primary? Yes

Reporter is Patient?

Title
Last name (b) (6)
| Middle Name |
First name (b) (6)
Number/Street (b) (6)
City (b) (6)
| state/Province -- N
Country USA
ZIP or Postal code (b) (6)
Telephone number (b) (6)
Email address (b) (6)
Fax

Reporter Organization

Department

Reporter Speciality
Today's date 01-Oct-2018

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

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

Generated by: SYSTEM Generated on: 01-Oct-2018 16:45:54 Page 4 of 4



Receipt No: RCT-207238 FDA 3500B Form

CTU No.: FDA-CDER-CTU-2018-94047 | Department: CFSAN | RCT No.: RCT-207238 | CTU Triage Date: 11-10-2018 | Total Pages
14

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

FESEENS

Company Unit CDER-CTU Originating Account FAERS

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

FDA Received Date 11-Oct-2018 CTU Received Date 11-Oct-2018
CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

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

Case Priority Direct

|Contact

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

|Section A - About the Problem

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

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

D Noticed a problem with the quality of the product

E] Had problems after switching from one product maker to another maker
Date the problem occurred 26-Sep-2018

Serious No

Did any of the following happen?

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

I:] Required help to prevent permanent harm (for medical devices only)
I:] Disability or health problem

D Birth defect

D Life-threatening

D Death

D Other serious/important medical incident

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

| used the Cezanne Smoothing Treatment on a client. It promises to have no odor, no smell, no formaldehyde, and be made
from natural ingredients. After applying the product to the clients hair, there was a very strong smell. | then got an immediate
headache and my chest felt tight and heavy. | needed to leave the room. The physical response | had was similar to one you
would have to a product containing formaldehyde.

|List any relevant tests or laboratory data if you know them (Include dates)
| researched the chemicals in the product and also had a chemist analyze them and found out that galoxyloyl carbocysteine is

an aldehyde.

|Section B - About the Products 1 of 1
Suspect Yes
Primary? Yes

Generated by: SYSTEM Generated on: 11-Oct-2018 11:15:28 Page 1 of 4



Receipt No: RCT-207238 FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-94047 | Department: CFSAN | RCT No.: RCT-207238 | CTU Triage Date: 11-10-2018 | Total Pages

14
Product Type Drug/Biologic
Name of the product as it Cezanne Classic Keratin Smoothing Treatment

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

Name of the company that Cezanne
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?
Strength If Other
NDC number

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

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

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

Returned to Manufacturer Date

ug Therapy

Expiration date 01-Jan-2019

Lot number

Dosage Form
Quantity If Other
Frequency If Other

How was it taken or used If Other

Date the person first started
taking or using the product

Date the person stopped taking
or using the product

Therapy Duration

Therapy Ongoing ?
y 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

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

Generated by: SYSTEM Generated on: 11-Oct-2018 11:15:28 Page 2 of 4



Receipt No: RCT-207238 FDA 3500B Form

CTU No.: FDA-CDER-CTU-2018-94047 | Department: CFSAN | RCT No.: RCT-207238 | CTU Triage Date: 11-10-2018 | Total Pages
14

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)

|Section D - About the Person Who Had the Problem

Person's Initials B

Sex Female

Age (specify unit of time for age) | 36 Year(s)

Date of Birth
Weight 58.5 kg(s)
Ethnicity (Choose only one) Not Hispanic/Latino

Race (Check all that apply) D American Indian or Alaskan Native

D Native Hawaiian or Other Pacific Islander

D Asian
E White

I:l Black or African American

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

none

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

penicillin

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

none

Generated by: SYSTEM Generated on: 11-Oct-2018 11:15:28 Page 3 of 4



Receipt No: RCT-207238 FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-94047 | Department: CFSAN | RCT No.: RCT-207238 | CTU Triage Date: 11-10-2018 | Total Pages
14

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

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

|Section E - About the Person Filling Out This Form
Primary? Yes

Reporter is Patient?
Title

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

ZIP or Postal code

Telephone number

Email address

Fax

Reporter Organization

Department

Reporter Speciality
Today's date 11-Oct-2018

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

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

Generated by: SYSTEM Generated on: 11-Oct-2018 11:15:28 Page 4 of 4



Receipt No: RCT-208263

14

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

FESEENS

FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-94908 | Department: CFSAN | RCT No.: RCT-208263 | CTU Triage Date: 15-10-2018 | Total Pages

Company Unit CDER-CTU Originating Account FAERS

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

FDA Received Date 15-Oct-2018 CTU Received Date 15-Oct-2018
CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

Forward to Department

Case Priority

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

Direct

Last Name

Case First Name
Reporter
A (b) (6)

Email Address

(b) (6)

|Contact

Phone

(b) (6)

(b) (6)

|Section A - About the Problem

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

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

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

D Noticed a problem with the quality of the product

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

Date the problem occurred

Serious

13-Oct-2018

Yes

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

I:] Hospitalization - admitted or stayed longer

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

E Disability or health problem

D Birth defect
E] Life-threatening

D Death

D Other serious/important medical incident

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

| was working in my salon on Saturday while one of my coworkers was performing a Brazilian Blowout. Now | am having chest
pains and trouble breathing... my symptoms are gradually getting better, now it's more of a stinging, raw feeling in my lungs.

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

|Section B - About the Products 1 of 1
Suspect Yes
Primary? Yes

Generated by: SYSTEM Generated on: 15-Oct-2018 10:15:18 Page 1 of 4




Receipt No: RCT-208263 FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-94908 | Department: CFSAN | RCT No.: RCT-208263 | CTU Triage Date: 15-10-2018 | Total Pages

14
Product Type Drug/Biologic
Name of the product as it Brazillian Blowout smoothing system

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

Name of the company that Brazilian Blowout
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?
Strength If Other
NDC number

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

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

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

Returned to Manufacturer Date

ug Therapy

Expiration date

Lot number
Dosage Form
Quantity If Other
N Frequency If Other N
How was it taken or used If Other
Date the person first started 13-Oct-2018

taking or using the product

Date the person stopped taking
or using the product

Therapy Duration

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

Smoothing hair

|Section C - About the Medical Device

Name of medical device

Name of the company that

makes the medical device

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

Generated by: SYSTEM Generated on: 15-Oct-2018 10:15:18 Page 2 of 4



Receipt No: RCT-208263 FDA 3500B Form

CTU No.: FDA-CBER-CTU-2018-94908 | Department: CFSAN | RCT No.: RCT-208263 | CTU Triage Date: 15-10-2018 | Total Pages
14

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)

|Section D - About the Person Who Had the Problem

Person's Initials () ©)

Sex Female

Age (specify unit of time for age)

Date of Birth (b) (6)
Weight
Ethnicity (Choose only one) Not Hispanic/Latino

Race (Check all that apply) D American Indian or Alaskan Native

D Native Hawaiian or Other Pacific Islander

D Asian
E White

I:l Black or African American

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

Hypothyroidism hashimotos

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

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

Generated by: SYSTEM Generated on: 15-Oct-2018 10:15:18 Page 3 of 4



Receipt No: RCT-208263 FDA 3500B Form

CTU No.: FDA-CDER-CTU-2018-94908 | Department: CFSAN | RCT No.: RCT-208263 | CTU Triage Date: 15-10-2018 | Total Pages
14

|List all current prescription medications and medical devices being used.
Unithroid

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

Multi vitamin magnesium

|Section E - About the Person Filling Out This Form

Primary? Yes

Reporter is Patient?

Title
Last name (b) (6)
| Middle Name -
First name (b) (6)
Number/Street (b) (6)
o (b) (6)
N State/Province G B
Country USA
ZIP or Postal code (b) (6)
Telephone number (b) (6)
Email address (b) (6)
Fax

Reporter Organization

Department

Reporter Speciality
Today's date 15-Oct-2018

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

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

Generated by: SYSTEM Generated on: 15-Oct-2018 10:15:18 Page 4 of 4



Receipt No: RCT-216847

s 4

FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-102199 | Depariment CFSAN | RCT No. RCT-216847 | CTU Tnage Date 06-11-2018 | Total Page

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

IBasic Details

Company Unit CDER-CTU Originating Account FAERS
Source Medium MWQ (Drug) Source Form Type E28 XML 35008
Priority High '
FDA Received Date 05-Nov-2018 CTU Received Date 08-Nov-2018
CTL-J'Triage Date : | cTuData éntry Date —
Report Type Spontaneous Report Classification Drug
Assign To User
User/Group
Fonwad ta Departmant CDER (CDER-OSE-RSS-CTU@fda.hhs.gov) (E2B)
Case Priority Direct
| Reporter | |57 E— "R

| %] ’ (®) (6)

(Check all that apply)

B VVETE NnuIt Or naa a Daa siae enect (nciuuging new of Worsenmng sympioms)
D Used a product incorrectly which could have or led to a problem
D Noticed a problem with the quality of the product

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

Date the problem occurred

wia dany ol uie ionowing nappern «

(Check all that apply)

04-Nov-2018

L Hospitalization - admitted or stayed longer

D Required help to preven! permanent hamm (for medical devices only)
D Disability or heallh problem

D Birth defect

D Life-threatening

D Death

g Other seriousfimportant medical incident

Other serious/important medical
incident

[ ——— B et e B e L L i

created a dehydration on my lips and sallva glands dryness. When I licked it. | would like to know what was in thls product to
cause this reaction.l would like to know what caused this reaction please , Never in my life had this awful experience. Thank




Receipt No: RCT-216847 FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-102199 | Department: CFSAN | RCT No.: RCT-216847 | CTU Triage Date: 06-11-2018 | Total Page

s: 4
Suspect Yes
Primary? Yes
Product Type Drug/Biologic
Name of the product as it de keratia smoothing shampoo and de keratina smoothing conditioner

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

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

product

Is the Product Compounded? Yes

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

Is the Product Over-the-Counter?| Yes
Strength If Other
NDC number

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?

Returned to Manufacturer Date
|Drug Therapy 1 0of 1
Expiration date

Lot number

Dosage Form

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

N Date the person first started 04-Nov-2018 N

taking or using the product

Date the person stopped taking | 05-Nov-2018
or using the product

Therapy Duration

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

Shampoo and conditioner treatment

|Section C - About the Medical Device
Name of medical device

Name of the company that
makes the medical device

Generated by: SYSTEM Generated on: 06-Nov-2018 00:15:18 Page 2 of 4



Receipt No: RCT-216847 FDA 3500B Form

CTU No.: FDA-CDER-CTU-2018-102199 | Department: CFSAN | RCT No.: RCT-216847 | CTU Triage Date: 06-11-2018 | Total Page
s: 4

Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can

locate them)

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)

|Section D - About the Person Who Had the Problem

Person's Initials (b) (6)

Sex Female

Age (specify unit of time for age) | 55 Year(s)
Date of Birth
Weight

Ethnicity (Choose only one) Not Hispanic/Latino

Race (CheCK all that apply) El American Indian or Alaskan Native

I:l Native Hawaiian or Other Pacific Islander

I:l Asian
E White

I:] Black or African American

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

Diabetes

|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.)

Generated by: SYSTEM Generated on: 06-Nov-2018 00:15:18 Page 3 of 4



Receipt No: RCT-216847 FDA 3500B Form

CTU No.: FDA-CDER-CTU-2018-102199 | Department: CFSAN | RCT No.: RCT-216847 | CTU Triage Date: 06-11-2018 | Total Page
s: 4

N/A

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

N/A

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

|Section E - About the Person Filling Out This Form

Primary? Yes

Reporter is Patient?

Title
Last name (b) (6)
Middle Name
N First name (b) (6) B
Number/Street (b) (6)
e (b) (6)
State/Province ©6)
Country USA
ZIP or Postal code (b) (6)
Telephone number
| Email address (b) (6) B
Fax

Reporter Organization

Department

Reporter Speciality
Today's date 05-Nov-2018

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

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

Generated by: SYSTEM Generated on: 06-Nov-2018 00:15:18 Page 4 of 4



Receipt No: RCT-218975

FDA 3500B Form

CTU No. FDA-CDER-CTU-2018-103645 | Department: CFSAN | RCT No.. RCT-218975 | CTU Tnage Date 11-11-2018 | Total Page

s 4

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

Priority Routine I

FDA Received Date 11-Nov-2018 CTU Received Date 11-Nov-2018
'CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

Fopess o Dapmaent B coER (CDER-OSE-RSS-CTU@fda.hhs.gov) (E2B)

Case Priority Direct

Case First Name Last Name Email Address ‘ Phone
Reporter
FEREE ) (6) ©)(®) |

(Check all that apply)

B Were hur or had a bad side effect (including new or worsening symptoms)
DL!sedapmducl Incorrectly which could have or led to @ problem

Noticed a problem with the quality of the product
DHad problems after switching from one product maker to another maker

Date the problem occurred

05-Nov-2018

Serious

Yes

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

D Hospitalization - admitled or stayed longer
D Required help to prevent permanent harm (for medical devices only)
D Disability or health problem
D Birth defect
E Life-threarening
Death

My Wite Uses Brazilian Blowout at Work. Aner an especially long day ay wWork, she came nome Teeling very sick. Usually comes
home with headaches and trouble breathing. This time she vomited blood on two occasions. It is of my understanding that
Brazilian Blowout is unregulated. The formaldehyde is killing my wife, I'm sure of it. Please ban this poison!

LN, Py xS

Generaled by: SYSTEM

Generated on: 11-Nov-2018 08:45:21 Page 1of 4




Receipt No: RCT-218975 FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-103645 | Department: CFSAN | RCT No.: RCT-218975 | CTU Triage Date: 11-11-2018 | Total Page
s: 4

Primary? Yes
Product Type Drug/Biologic
Name of the product as it Brazilian Blowout

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

Name of the company that Brazilian Blowout
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?| Yes
Strength If Other
NDC number

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

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

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

Returned to Manufacturer Date
|Drug Therapy ~ 1of1 |

Expiration date

Lot number

Dosage Form

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

Date the person first started
taking or using the product

Date the person stopped taking
or using the product

Therapy Duration

Therapy Ongoing ?

Work

|Section C - About the Medical Device

Name of medical device

Name of the company that
makes the medical device

Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can

locate them)

Generated by: SYSTEM Generated on: 11-Nov-2018 08:45:21 Page 2 of 4



Receipt No: RCT-218975 FDA 3500B Form

CTU No.: FDA-CDER-CTU-2018-103645 | Department: CFSAN | RCT No.: RCT-218975 | CTU Triage Date: 11-11-2018 | Total Page
s: 4

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)

|Section D - About the Person Who Had the Problem

Person's Initials (b) (6)

Sex Female

Age (specify unit of time for age)

Date of Birth 21-May-1987
Weight 60 kg(s)
Ethnicity (Choose only one) Hispanic/Latino

Race (Check all that apply) D American Indian or Alaskan Native

D Native Hawaiian or Other Pacific Islander

D Asian
E White

I:l Black or African American

|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)

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

Generated by: SYSTEM Generated on: 11-Nov-2018 08:45:21 Page 3 of 4



Receipt No: RCT-218975 FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-103645 | Department: CFSAN | RCT No.: RCT-218975 | CTU Triage Date: 11-11-2018 | Total Page
s: 4

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

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

|Section E - About the Person Filling Out This Form
Primary? Yes

Reporter is Patient?
Title

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

ZIP or Postal code

Telephone number
Email address (b) (6)

Fax

Reporter Organization

Department

Reporter Speciality
Today's date 11-Nov-2018

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

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

Generated by: SYSTEM Generated on: 11-Nov-2018 08:45:21 Page 4 of 4
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public. It belongs in the salon where it can be properly used. This is supposed to be taken off the shelf this
month and | am not sure why it is not and is still being sold in stores. | have beautiful hair. All my hair has
fallen off. | sent pictures of my hair coming out. The EWG is trying to get it off the shelves and FDA is
ignoring them. Environmental Womens Group. This effected my gums and tongue and the dentist know its
not my teeth. They are telling me it is something else. Formaldehyde is not treatable because they cannot
find it. That is how they get away with it. The damages you get from it can't be found. So nothing can be
treated. You can get formaldehyde cancer from this. | can't believe what | was reading about this stuff |
was putting on my body. The company lied and said it is formaldehyde free and it wasn't and had improper
directions on the label. It is supposed to be used once a year by a professional and | was using it once a
day like a conditioner. This has been going on for years. | am not sure why it is still going on and is still on
the market. The hair came right off my body. ALL of my hair came off and has been going on for almost
three years now. | bought this product in 2013 and was using it on and off. | got the issues and got sick,
and didn't realize it was this product until | read about this online. It melted my hair like plastic. The
symptoms started getting worse and worse. Couldn't believe it was a hair product that did this. Very bad
fatigue. My hair is rotting out of my scalp. Turns white then a brown color and falls out of my body. This is a
toxic chemical. The FDA has gotten these complaints years ago in 2006, 2011 warnings out to salons. |
bought mine in 2013 and would never have bought it if it had been of the shelves. | had long beautiful hair
and it is now gone. | sent pictures. The bones in my nose, cheeks have bumps all inside - sores due to this
product exposure. Everything | read actually happened to me. This is banned in canada, you can't even
buy it in canada. There is a Chinese product similar that you can't buy, but this brazilian product can be still
bought on the market. When | started getting symptoms like that, the doctors couldn't find anything. And |
realized it was this product. | looked up the FDA reviews/reports on this and | realized it was this product
making me sick. | used a whole bottle, and was going to use another one - the second bottle, my hair had
turned to plastic and this is what is making me sick. You don't realize that a hair product could do this. The
horrible symptoms are coming from this product. | have medical records that can be provided for this issue.
Fatigue and facial, neck swelling. Slowly poisoning yourself. | stopped product use but the symptoms are
still ongoing. It will have been 3 years no since product discontinue and | am still having symptoms.
Swelling and lumps in my nose and head and my hair is destroyed. This product belongs off the market
immediately. They are selling salon professional products to the public. There are no directions on the label
regarding product use for the public. No notification or warnings of formaldehyde ingredients in the product.
| called Johnson and Johnson and reported it. They sent me papers to fill out, but | have not completed
them. | am afraid to use anything since | got sick from this. Once you have poisoned by a product, it
changes your whole life. Headaches, swollen head, people think i am crazy but when | showed my doctor
the stuff | was using - he believed everything | said. | had all kinds of tests due to this product use. The
formaldehyde was getting into my soft tissue. The Environmental Women's Group is trying to get this
product off the shelf.

Signs, Symptoms, or Diagnoses

Product Problem Description

Attachment
Document Type
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CTU No.: FDA-CDER-CTU-2018-114486 | Department: CFSAN | RCT No.: RCT-231564 | CTU Triage Date: 14-12-2018 | Total Page
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All dates displayed in the report are in EST(GMT-05:00) time zone

Company Unit CDER-CTU Originating Account FAERS

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

FDA Received Date 14-Dec-2018 CTU Received Date 14-Dec-2018
CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

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

Case Priority Direct

|Contact
Case First Name Last Name Email Address Phone
Reporter

v (b) (6) (b) (6) (b) (6)

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

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

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

Date the problem occurred

Serious No

Did any of the following happen?

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

I:l Required help to prevent permanent harm (for medical devices only)
I:l Disability or health problem

I:] Birth defect

I:] Life-threatening

I:] Death

I:] Other serious/important medical incident
| Tell us what happened and how it happened (Include as many details as possible)

CFSAN CAERS PHONE REPORT: My name is (b) (6) I am calling to report a Formaldehyde Poisoning, from the
Brazilian Everstraight Keratine Therapy conditioner. | have called you before. Thigns are getting worse. | am very sick from
this. i have no idea how to fix this. | am toxically poisoned by formaldehyde. | have been using it for three years following
directions on this bottle. There was a warning out in 2011 about how dangerous this product was from Orpholon. These
directions are not proper directions for consumer use. This is not an everyday conditioner, it is a treatment product and should
be used every twelve months. | didn't know that, and was using it once a week. | had a biopsy. i feel very sick. i have all

signs of formaldehyde poisoning. hair growth stunted. my skin is profusely dry, no oils, effected my eyes, my whole body. my
breathing. i am going to end up in a hospital. i need to know what to do.

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

|Section B - About the Products

Generated by: SYSTEM Generated on: 14-Dec-2018 11:46:01 Page 1 of 4
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CTU No.: FDA-CDER-CTU-2018-114486 | Department: CFSAN | RCT No.: RCT-231564 | CTU Triage Date: 14-12-2018 | Total Page

s: 4
Suspect Yes
Primary? Yes
Product Type Drug/Biologic
Name of the product as it Brazilian Everstraight Keratine Therapy conditioner

appears 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?
Strength If Other
NDC number

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

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

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

Returned to Manufacturer Date
|Drug Therapy 1 0of 1
Expiration date

Lot number

Dosage Form

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

Date the person first started
taking or using the product

Date the person stopped taking
or using the product

Therapy Duration

Therapy Ongoing ?
y 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

Generated by: SYSTEM Generated on: 14-Dec-2018 11:46:01 Page 2 of 4
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Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can

locate them)

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)

|Section D - About the Person Who Had the Problem

Person's Initials Unspecified

Sex

Age (specify unit of time for age)
Date of Birth

Weight

Ethnicity (Choose only one)

Race (CheCK all that apply) El American Indian or Alaskan Native

I:l Native Hawaiian or Other Pacific Islander

I:l Asian
I:l White

I:] Black or African American

|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)

List any other important information about the person (such as smoking, pregnancy, alcohol use, etc.)
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Receipt No: RCT-231564 FDA 3500B Form
CTU No.: FDA-CDER-CTU-2018-114486 | Department: CFSAN | RCT No.: RCT-231564 | CTU Triage Date: 14-12-2018 | Total Page
s: 4

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

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

|Section E - About the Person Filling Out This Form

Primary? Yes

Reporter is Patient?
Title

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

Email address

Fax

Reporter Organization

Department

Reporter Speciality
Today's date 14-Dec-2018

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

If you do NOT want your No
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Requested):
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Company Unit CDER-CTU Originating Account FAERS
Source Medium MWO (Drug) Source Form Type E2B XML 3500B
Priority Routine

Override Auto Calculation Rule No

FDA Received Date 12-Apr-2019 CTU Received Date 12-Apr-2019
CTU Triage Date CTU Data Entry Date

Report Type Spontaneous Report Classification Drug

Assign To User

User/Group

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

Case Priority Direct

Case First Name Last Name Email Address Phone
Reporter

(b) (6) (b) (6) (b) (6)

v (b) (6)

|Section A - About the Problem

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

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

I:] Had problems after switching from one product maker to another maker
18-Jan-2019

Date the problem occurred

Serious Yes

Did any of the following happen?

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

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

I:l Birth defect

I:] Life-threatening

I:] Death

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

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

any additional documents if necessary)

Keratin treatment / Product- Keratin Complex. ( https://www.keratincomplex.com ) Jan 18th, 2019. Next day i wake up to a
rash all along my hairline, face and neck, looked like chemical burns. Stylist swore no Formaldehyde. Each time | washed
hair, blow dried and used flat iron, rash would come back. | figured | was allergic to something else in it. Fast forward to
March 2019, | am still getting the rash when | apply heat to my hair. Nose Bleeds. TONS of hair breakage. On April 5th, |
am now seeing a pulmonologist for difficulty in breathing, heavy tight chest. | am on two different asthma inhalers. Finally
asked my stylist for a list of ingredients. Boom, there it is- Timonacic... when heated such as for these treatments it turns
into Formaldehyde. It wrecks HAVOC on skin and lungs. This is why every time | would wash, blow dry and flat iron my hair
the rash would come back, heat brings it alive again. Chest Xray next week to see how much damage it has done to my

blame my stylist, she was misinformed by this company saying no Formaldehyde. | am 46 years old and this has effected me
greatly.

|Relevant Test/Laboratory Data

Test Name Test Date

Generated by: SYSTEM

Generated on:
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Test Result Test Unit

Low Test Range High Test Range

More Information Available?

|Additional Comments

|Section B - Product Availability

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

Do you have a picture of the Yes
product? (check yes if you are
including a picture)

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

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

Name of the company that https://www.ker atincomplex.com /
makes (or compounds) the
product
Product Type(check all that |:| Over-the-Counter
apply) ]
Compounded by a Pharmacy or an Outsourcing Facility
I:l Generic
I:l Biosimilar
Strength If Other
NDC number

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?

|Drug Therapy 10f 1

Expiration date

Lot number

Dosage Form

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

Generated by: SYSTEM Generated on: 12-Apr-2019 23:15:36 Page 2 of 5
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Date the person first started 18-Jan-2019
taking or using the product

Date the person stopped taking | 18-Jan-2019
or using the product

Give best estimate of duration

Is therapy still on-going? Yes
y was the person using the product? (such as what condition was it supposed to treat)

Hair smoothing

Returned to Manufacturer On

|Section D - About the Medical Device

Name of medical device

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

Model Number

Catalog Number

Lot Number

Serial Number
UDDI Number

Expiration date

Was someone operating the
medical device when the problem
occurred?

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

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

|Section E - About the Person Who Had the Problem

(b)(6)

Person's Initials

Gender Female

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

Date of Birth
Weight 50.4 kg
Ethnicity (Choose only one) Not Hispanic/Latino

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

D Native Hawaiian or Other Pacific Islander

I:] Asian
E White
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‘ ‘ D Black or African American

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

C5/ C6 discectomy and fusion April 2011. Thoracic Outlet syndrome. Now asthma, rashes and breathing issues since using
Keratin Complex

|Please list all allergies (such as to drugs, foods, pollen or others)
Cats, dogs, mold, grass, trees, Allergy test taken- Feb 19, 2019

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

Past smoker, quit 5 1/2 years ago. Chest Xray- taken April 2011 for surgery and was clear.

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

Symbacort, Albuteral

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

|Section F - About the Person Filling Out This Form

Primary? Yes
Reporter is Patient?
Title
Last name (b) (6)
Middle Name

N First name (b) (6) |
Number/Street (b) (6)
e (b) (6)
State/Province ®)©

B Country USA B
ZIP or Postal code (b) (6)
Telephone number (b) (6)

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

Department

Reporter Speciality

Today's date 12-Apr-2019

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

If you do NOT want your No
identity disclosed to the
manufacturer, please mark this
box (Confidentiality Requested):
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All dates displayed in the report are in EST(GMT-05:00) time zone

IBasic Details

Company Unit CDER-CTU Originating Account FAERS
Source Madium MWO (Drug) Source Form Type E2B XML 3500B
Priority Routine
Override Auto Calculation Rule No |
'FDA Received Date | 24May2018 | CTU Received Date 24-May-2019
CTU Triage Date CTU Data Entry Date
Report Type Spontaneous Report Classification Drug
Assign To User
User/Group
Fonkid i Linpismont M coer (CDER-OSE-RSS-CTU@Ida.hhs.gov) (E28)
Case Priority Direct

Last Name Email Address

| — BT | - | = s

What kind of problem was it?

( Check all that apply) B\Nefe hurt or had a bad side effect (including new or worsening symploms)

D Used a product incomrectly which could have or led to a problem
DNoﬁced a problem with the quality of the product

D Had problems after switching from one product maker to another maker
ware e propiem occurrea

Serious Yes

Did any of the following happen?

DH italization - admitted or stayed loi
(Check all that apply) ospitalization - admitted or stayed longer

D Required help to prevent permanent harm
” Disability or health problem
D Birth defect

Life-threatening
[ |

- - B T L T ———

on my scalp. Washing my hair is painful.

Test Name Test Date

Test Result Test Unit

Low Test Range High Test Range
More Information Available?
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|Section B - Product Availability

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

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

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

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

Name of the company that
makes (or compounds) the

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

I:l Generic

I:] Biosimilar
Strength If Other
NDC number

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

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

Expiration date

Lot number

Dosage Form

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

Date the person first started
taking or using the product

Date the person stopped taking
__| orusing the product

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

‘ Returned to Manufacturer On

|Section D - About the Medical Device

Name of medical device

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

Model Number
Catalog Number

Lot Number

Serial Number
UDDI Number

Expiration date

Was someone operating the
medical device when the problem
occurred?

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

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

|Section E - About the Person Who Had the Problem

(b) (6)

Person's Initials

Gender Female

Age (specify unit of time for age) | 60 Year(s)

Date of Birth
Weight 67.5 kg
Ethnicity (Choose only one) Not Hispanic/Latino

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

D Native Hawaiian or Other Pacific Islander

D Asian
@ White

E] Black or African American

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

Generated by: SYSTEM Generated on: 24-May-2019 19:45:56 Page 3 of 5



