
Cc: Dewan, Kapal
Subject: RE: Possible sampling assignment for undercover buy of hair smoothing product
 
 
Thanks for the help  I am so surprised they have already begun the buy
 
Regards,
Shannon Ingram
 

Office of Compliance | Division of Field Programs and Guidance | Program Assignment Monitoring Branch
(240)402-4885 |  shannon.ingram@fda.hhs.gov  |  5100 Paint Branch Pkwy Rm. 2C-058 College Park, MD 20740
 
 
 
 
_____________________________________________
From: Brown, Anna Marie 
Sent: Thursday, November 12, 2015 7:23 AM
To: Ingram, Shannon
Cc: Dewan, Kapal
Subject: RE: Possible sampling assignment for undercover buy of hair smoothing product
 
 
No Problem, I ll get back to you this morning   Thanks   AMB
 
_____________________________________________
From: Ingram, Shannon 
Sent: Thursday, November 12, 2015 7:21 AM
To: Brown, Anna Marie
Cc: Dewan, Kapal
Subject: FW: Possible sampling assignment for undercover buy of hair smoothing product
 
 
Anna Marie,
 
I hope you can add this to your to do list today (before your much needed vacation day on Friday J)!
 
ORA has begun the purchase of the Keratin Hair Products  They contacted ORA to make sure they ordered the correct amount for the laboratory and will order enough to have a reserve sample  The
purchasing agent found 2 discrepancies on the spreadsheet we provided of the products and description  Please take a look at the spreadsheet below (the products are highlighted in yellow) and let me
know if those are the correct products to order
 
 
***************************************************************************************
 
<< File: Keratin Products Ordered xls >>  << File: #1 Extra Keratin Treatment - Fashion and Beauty Store pdf >>  << File: #2 - Ultimate Brazilian Keratin System - AliExpress pdf >>   << File: #3 - Ultimate
Brazilian Keratin System - AliExpress pdf >>  << File: #4 - Pure Keratin Treatment - AliExpress pdf >>  << File: #5 - Brazilian Keratin Hair Treatment 8% and 12% - AliExpress pdf >>  << File: #6 - Ultimate
Brazilian Keratin System - AliExpress pdf >>
 
ORA started purchasing the samples provided, but there were just a few discrepancies for 2 of the products, so they have not yet been ordered  The issues are highlighted in yellow in the attached
spreadsheet  If those are the correct products to order, please let me   Also attached are PDFs of the product webpages for your convenience (#3 and #6 are not exactly the same as the description in the
table)
 
 
 
 
From: Ingram, Shannon 
Sent: Friday, November 06, 2015 3:26 PM
To: Coody, Gary
Subject: RE: Possible sampling assignment for undercover buy of hair smoothing product
 
Gary,
 
I spoke with the Program Office  They have taken into consideration the high cost of some of the products and reevaluated which products might be of most use/cost effective (please see updated table
below)
 
I have also received some background information (inserted below) that may give more light to the sampling quantities needed  However, I can contact the lab (DET-LAB; Philip A  Klimkewicz) to see if a
smaller sample size could be used
 
 

      What are the minimum number of units requested- 
      FDA collected three ( 3)  10 1 fl  oz   bottles of the GK Hair System  with Juvexin Curly and Resistant hair smooth products ( Sample 849412; WL)   At least 30 3 fluid oz  are required for

formaldehyde analysis  Collect that amount with the minimum number volume  units possible
      What would be the minimum size bottle that could be purchased -   
      Based upon previous FDA  analysis at least  30 3 fluid oz  should be collected   For product packaged in 10  oz  bottle, 3 bottles should be collected   Two bottles may be collected for products packaged in

16 fluid oz   - 18 fluid   A single bottle is required for 32 oz  bottle  (See table)   
 
 

Product
Name

Brand
Name

Company
Name

Product
Category

Store Found(URL or physical
location) Ingredients Price

Size
bottle
(oz.)

Minimum
units

Extra
Keratin
Treatment

Extra
Keratin
Treatment

Keratin
Express

Professional
Hair
Smoothers

https://www.fashionandbeautystore.com/keratin-
express-extra-keratin-smoothing-treatment-16-
oz.html

WATER
(AQUA/EAU),
CETEARYL
ALCOHOL,
BEHENTRIMONIUM
METHOSULFATE,
FORMALDEHYDE,
ALOE
BARBADENSIS
LEAF JUICE,
FRAGRANCE
(PARFUM),
COCODIMONIUM
HYDROXYPROPYL
HYDROLIZED
KERATIN,
THEOBROMA
CACAO SEED
BUTTER,
CALENDULA
OFFICINALIS

169.99
16
oz 2


