
AMA Analytical Services, Inc. 
Focused On Results. CERTI Fl CATE OF ANAL VSIS A6. 

Chain of Custody: 625547 Job Name: Assignment DFPG #21-18 Date Submitted: 3/8/2021 

Client: us Food & Drug Adminitration Job Location: Batch No. 02232021 (Batch #2A) Date Analyzed: 3/29/2021·4/23/2021 

Address: Office of Cosmetics & Colors Job Number: CUN 0001 Report Date: 5/7/2021 
4300 River Road PO Number: 75F40119P10689 Date Sampled: Not Provided 

College Park, MD 20740 Person Submitting: Martha Schwartz 

Attention: John Gasper Revised: 5/17/2021 (Revision #3) 

SUMMARY OF ANAL VSIS 

AMA Sample ID Client Sample ID 

TEM LOD 

Using ASTM D5 756 

Mass Calculation 

TEM LOQ 

Using ASTM D5756 

Mass Calculation 

% Chrysotile by TEM 

UsingASTM D5756 

Mass Calculation 

% Tremolite byTEM 

Using ASTM D5756 

Mass Calculation 

% Tota I Ch rysoti le & 
Tremolite by TEM 

Using ASTM D5756 

Mass Calculation 

% 

Asbestos 

by PLM 

% 
Organics 

% Acid 

Soluable 
% 

Comments 
Other 

625547-lA 

625547-1B 
625547-lC 

02232021-1 

02232021-1 
02232021-1 

0.00000760% 

0.00000238% 

0.00000199% 

0.00000190% 

0.00000952% 

0.00000797% 

ND 

ND 

ND 

ND 

ND 

ND 

< 0.00001% 

<0.00001% 

<0.00001% 

ND 

ND 

ND 

17.18% 

17.04% 

17.08% 

9.07% 

9.52% 

9.42% 

73.74% 

73.43% 

73.51% 
625547-2A 

625547-2B 

625547-2C 

02232021-2 

02232021-2 

02232021-2 

0.00000175% 

0.00000217% 

0.00000221% 

0.00000699% 

0.00000868% 

0.00000884% 

ND 

ND 

ND 

ND 

ND 

ND 

<0.00001% 

<0.00001% 

< 0.00001% 

ND 

ND 

ND 

2.42% 

2.35% 

2.51% 

2.50% 

2.86% 

2.65% 

95.08% 

94.79% 

94.85% 
625547-3A 

625547-3B 

625547-3C 

02232021-3 

02232021-3 

02232021-3 

0.00000188% 

0.00000186% 

0.00000196% 

0.00000751% 

0.00000745% 

0.00000782% 

ND 

ND 

ND 

ND 

ND 

ND 

<0.00001% 

< 0.00001% 

<0.00001% 

ND 

ND 

ND 

17.46% 

17.27% 

17.27% 

8.06% 

9.16% 

9.36% 

74.48% 

73.57% 

73.37% 

625547-4A 
625547-4B 

625547-4C 

02232021-4 
02232021-4 

02232021-4 

0.00000158% 
0.00000148% 

0.00000148% 

0.00000632% 
0.00000593% 

0.00000592% 

ND 
ND 

ND 

ND 
ND 

ND 

< 0.00001% 
<0.00001% 

<0.00001% 

ND 
ND 

ND 

2.48% 
2.47% 

2.51% 

4.78% 
4.70% 

4.18% 

92.75% 
92.83% 

93.32% 
625547-5A 

625547-5B 

625547-5C 

02232021-5 

02232021-5 

02232021-5 

0.00000245% 

0.00000324% 

0.00000233% 

0.00000981% 

0.00001297% 

0.00000931% 

ND 

ND 

ND 

ND 

ND 

ND 

<0.00001% 

<0.00001% 

<0.00001% 

ND 

ND 

ND 

20.40% 

20.45% 

20.45% 

18.22% 

19.17% 

20.04% 

61.39% 

60.38% 

59.51% 
625547-6A 

625547-6B 

625547-6C 

02232021-6 

02232021-6 

02232021-6 

0.00000293% 
0.00000250% 

0.00000258% 

0.00001173% 

0.00001002% 

0.00001030% 

ND 
ND 

ND 

ND 
ND 

ND 

<0.00001% 
<0.00001% 

< 0.00001% 

ND 
ND 

ND 

5.16% 

5.14% 

5.11% 

7.04% 

7.58% 

7.75% 

87.80% 

87.28% 

87.14% 
625547-7A 

625547-7B 

625547-7C 

02232021-7 

02232021-7 

02232021-7 

0.00000220% 
0.00000191% 

0.00000244% 

0.00000882% 
0.00000764% 

0.00000975% 

ND 
ND 

ND 

ND 
ND 

ND 

<0.00001% 
<0.00001% 

<0.00001% 

ND 
ND 

ND 

29.42% 
29.44% 

29.46% 

8.70% 
9.42% 

9.14% 

61.87% 
61.15% 

61.40% 

625547-8A 
625547-8B 

625547-8C 

02232021-8 
02232021-8 

02232021-8 

0.00000245% 
0.00000242% 

0.00000283% 

0.00000981% 
0.00000967% 

0.00001131% 

ND 
ND 

ND 

ND 
ND 

ND 

<0.00001% 
<0.00001% 

<0.00001% 

ND 
ND 

ND 

17.16% 
17.09% 

17.10% 

9.98% 
9.68% 

10.54% 

72.85% 
73.22% 

72.36% 

625547-9A 

625547-9B 
625547-9C 

02232021-9 

02232021-9 
02232021-9 

0.00000214% 

0.00000324% 
0.00000268% 

0.00000855% 

0.00001297% 
0.00001071% 

ND 

ND 
ND 

ND 

ND 
ND 

< 0.00001% 

<0.00001% 
<0.00001% 

ND 

ND 
ND 

4.42% 

4.34% 
4.35% 

9.25% 

10.60% 
9.49% 

86.33% 

85.06% 
86.16% 

625547- lOA 

625547-10B 

625547- lOC 

02232021-10 

02232021-10 

02232021-10 

0.00000216% 
0.00000197% 

0.00000205% 

0.00000865% 
0.00000787% 

0.00000818% 

ND 
ND 

ND 

ND 
ND 

ND 

<0.00001% 
<0.00001% 

< 0.00001% 

ND 
ND 

ND 

11.38% 
11.31% 

11.34% 

9.89% 
8.61% 

8.71% 

78.73% 
80.08% 

79.95% 

625547-llA 
625547-11B 

625547-llC 

02232021-11 
02232021-11 

02232021-11 

0.00000237% 
0.00000197% 

0.00000195% 

0.00000949% 
0.00000788% 

0.00000779% 

ND 
ND 

ND 

ND 
ND 

ND 

<0.00001% 
<0.00001% 

<0.00001% 

ND 
ND 

ND 

14.61% 
14.57% 

14.57% 

9.25% 
7.77% 

7.48% 

76.15% 
TT.66% 

TT.95% 

LOD = Limit of Detection LOQ = Lim it of Quantification ND = Not Detected PLM = Polarized light Microscopy TEM = Transmission Electron Microscopy 

Analytical Method(s): PLM by Modified NY ELAP 198.6 

TEM by Modified NY ELAP 198.4/ASTM D5756 

4475 Forbes Boulevard • Lanham, MD 20706 • (301) 459-2640/(800) 346-0961 • www.amalab.com Page lof2 

Page4 of 233 



(b)(6) 
b 6 An dreas Saldivar 

AMA Analytical Services, Inc. 
Focused On Results. CERTI Fl CATE OF ANALYSIS An. 

Cilain of Cus tody: 625547 Job Name: Assignment DFPG #21- 18 Oate Submitted: 3/8/2021 

Client: US Food & Drug AdminitratiOn Job Location : Batch No. 02232021 (Batch "2A) Date Analyzed : 3/29/2021·4/23/2021 

Address: Office of Cosmetics & Colors Job Number: CUN 0001 Report Date: S/7 /2021 

4300 River Road PO Number: 75F40119P10689 Date Sampled: Not Provided 

College Park, MD 20740 Person Submitting: Martha Schwartz 

Attention: John Gasper Revised: 5/17/2021 (Revision 113) 

SUMMARY OF ANALYSIS 

TEMLOD TEM LOQ % Chrysotile by TEM % Tremolite by TEM 

AMASamplelD ClientSamplelD 
Using ASTM OS 7S6 Using ASTM D57S6 UsingASTM D57S6 UsingASTM DS7S6 

Ma.ss Calculation Ma;s Calcula tion Mass Calcu lation Ma.ss Calculation 

% Total Chrysotile & 

Tremolite by TEM 

UsingASTM 057S6 

Ma.ss Calculation 

% 

Asbestos 

by PLM 

% 

Organics 

%Acid 

Soluable 

% 

Other 
Comments 

Analyst($): PLM 
TEM 

Technical Director: AndreasSaldivar 

All results are to be considered preliminary and subject to change unless 

signed by the Technical Director or Deputy 
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Case Narrative for COC 625547 

Sa mple Preparation 
Samples were gravimet rically reduced and fi ltered by D 6 n: March 22, 2021 through March 24, 2021 for 
samples 625547-lA through 625547-4C and NB21-210; on March 25, 2021 through March 29, 2021 for samples 625547-
SA t hrough 625547-SC, 625547-12RQC and NB21-217; and on April 12, 2021 through April 14, 2021 for samples 625547-
9A t hrough 625547-llC, 625547-13RQC and NB21-257. PLM slide preparations were made by(6)(6) on Apri l 13, 
2021. TEM grid preparat ions were made by (5)(6) on: March 25, 2021 for samples 625547-l A t hrough 625547-
4C and NB21-210; on March 31, 2021 for samples 625547-SA through 625547-SC, 625547-12RQC and NB21-217; and on 
Apri l 14, 2021 for samples 625547-9A through 625547-llC, 625547-13RQC and NB21-257. Sample preparation 
consist ed of the following steps: 

1) Label and weigh two 8ml glass via ls for each sample in t he set- one vial for the PLM preparat ion and one vial 
for t he TEM preparation . 

2) Weigh out 0.1 t o 0.8-grams of material and place in the corresponding 8ml glass vial. Record weight . 
3) Burn samples at 480° C for at least 12-hours. 
4) Record Post-Ash weight. 
5) Treat ashed sample with reagent grade hydrochloric acid. 
6) Filter acid reduced mat erial with a pre-weighed disposable fi ltration apparatus ont o a 47mm 0.4µm 

Polycarbonate filt er. 
7) Place disposable fi ltration apparat us w ith filt er into drying oven for 3 hours and then record Post-Acid Reduced 

weight. 
8) Make fou r PLM slide preparations from the PLM residue for each sample in 1.550 dispersion oi l. Make 

addit ional preparations in 1.605, 1.625, 1.680 and 1.700 dispersion oil(s) as necessary for particle identification. 
9) Weigh a portion of the material from the TEM residue and place it into the corresponding pre-weighed 100ml 

jar. 
10) Fill the 100ml jar with deionized water 
11) Sonicat e the jar for NS-minut es. 
12) Filter 0.1ml to 2ml of the solution onto a 47mm 0.22µm MCE fi lter. 
13) Dry the fi lter for Nl O-minutes then collapse, carbon coat , and place on a 3 TEM grids. 

TEM grid preparations were examined prior to ana lysis and were rejected if they met the fol lowing criteria: 
1) Less than 50% of the carbon coating was intact 
2) The grid was t oo dark due to incomplet e dissolution of t he fi lt er 
3) Heavy particulate loading in excess of 25% 
4) Light particulat e loading below 10% 
5) Uneven distribution of particu late 

Problems Encountered During Preparation & Resolutions: 
No problems were encount ered during sample preparat ion. All gravimetric data was consistent among each group of 
aliquots and all TEM grid preparations were deemed acceptable for ana lysis. 

PLM Analysis 
Analysis was performed in accordance with NY ELAP 198.6 prot ocols. The analysis was conducted using an Olympus BH-

2 polarized l ight microscope (PLM) equipped w ith a dispersion st aining objective. All four slide preparations for each 
aliquot were examined; each slide preparation consisted of two (2) coversl ips for a total of eight (8) coverslips. 400-
point count was performed for those samples on which asbestos was observed. If no asbestos was det ect ed on any of 
t he slides, t he percent age of fibrous component s was determined by visual estimat ion. The resu lts of this ana lysis are 
detai led below in the Discussion and Interpretation of Analytical Findings section for each individua l sample. 

Point Counting 
If asbestos was observed on the slide preparat ions, t he amount of asbestos was quant ified using point count t echniques. 
Point count ing is form of quant ifying PLM samples. One of the oculars of each PLM microscope is et ched with a 
crosshair. When point counting, whatever is under t he crosshair is counted as one point of whatever the material is. 
Four (4) slide preparat ions w ith a total of eight (8) coverslips are prepared for each sample. The microscope mechanical 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

stage is used to random ly move the slide. After each movement, whatever is under the crosshair, provided the point is 
not empty, is counted. Fifty (50) non-empty points are counted on each of the eight (8) coverslips for a total of four 
hundred (400) points. The total asbestos points counted are divided by the total points counted to calcu late the 
percentage. 

Example: 

11 points of asbestos were counted out of the 400 total points 

Slide percentage= (llpts/400pts) * 100% 
Slide percentage= 2.75% 

This number is not t he final asbestos percentage. To calculate t he final percentage, this number must be corrected to 
account for the material lost during gravimetric reduction preparation. See t he Calculations section below for additional 
details. 

TEM Analysis 

Analysis was performed in accordance with modified NY ELAP Method 198.4 protocols. The analysis was performed 
using JEOL JEM-lO0CX II and JEOL JEM-lO0CX transmission electron microscopes (TEM) equipped wit h Thermo Fisher 
NSS System 7 Energy Dispersive X-Ray Analyzers (EDXA), at magnifications of 19,000x. All TEM scopes are equipped wit h 
a Selective Area Electron Diffraction (SAED) setting that allows the operator to view the diffraction pattern of any 
mineral substance. Twenty (20) grid openings over two (2) grids were examined for each aliquot. 

Modifications to t he NY ELAP 198.4 Method were: 
1) The residue was not placed in alcohol and prepared using the quick drop method. To obtain a more uniform 

preparation, the residue was placed in a jar and fi lled w ith 100ml of deionized water. The jar was sonicated, 
and a portion of t he solution was fi ltered onto a 47mm 0.22µm MCE filter. 

2) Any am phi bole or chrysotile particle(s) observed were not quantified by visual estimation. The length and width 
of the observed particle(s) were measured, and the mass of each amphibole and chrysotile particle was 
calculated using the ASTM DS756 method. 

3) All particles identified as am phi bole were included w ith the counts/concentrations, regardless of size and aspect 
ratio. 

The results of this analysis are detailed below in the Discussion and Interpretation of Analytical Findings section for each 
individual sample. 

Calculations 

TEM ASTM D5756 Mass: Gravimetric Reduction Loss Percentages: 

M = n/4 L * W2 * D * 10-12 Organic: ((Wl - W2) * 100)/Wl 

Where: M: Mass Acid Soluble: ((W2 - W3) * 100)/Wl 
L: Length Other* Percent: ((W3/Wl) * 100) - Calculated Asbestos% 
W: Width "Other is defined as the non-asbest os, inorganic, acid insoluble portion of the sample 

D: Density Where: Wl: Weight of sample prior to ashing/acid wash 
W2: Weight of sample after ashing 
W3: Weight of sample after acid treatment 

Asbestos Percent Calculation: 

TEM PLM 

EFA(mm2 
) * 100ml * MA(g) * RW(g) (ASB * W3)/Wl 

VF(ml) * IW{g) * AA(mm2
) * RJ(g) 

(The calculated value is t hen mult iplied by 100 to convert it to percent) 

Where: EFA: Effective filter area Where: Wl: Weight of sample prior to ashing/acid wash 
MA: Mass of asbestos W3: Weight of sample after acid treatment 
RW: Weight of residue ASB: Calculat ed Point Count Result 
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VF: Volume fi ltered 
IW: Init ial weight of t he sample 

AA: Area analyzed 

RJ: Weight of residue placed into the jar 

Note: All reported concent rations were calculated using the gravimetric data from t he TEM preparations. 

limit of Detection and Quantification 
We used the mass of a 0.5 x 0.04-micron tremolite fiber as the basis for our calculations. Limit of detection (LOD) was 

defined as 1 fiber and limit of quantification (LOQ) was defined as 4 fibers. 

Discussion and Interpretation of Analytical Findings; 

625547-lA, 1B, lC/Client Sample: 02232021-1 

PLM 
All three aliquots of sample 02232021-1 were ana lyzed by (6)(6) n Apri l 23, 2021. No asbestos or non­

asbestos amphibole variants were o bserved during analysis. The results were calculated using the equations detailed in 
t he Calculations section above. 

625547-lA No Asbestos Detected 

625547-1B No Asbestos Detected 

625547-lC No Asbestos Detected 

TEM 
6 6 analyzed aliquot 1A March 29, 2021, and aliquots 1B and lC on March 30, 2021. The primary particles 

observed were mica and talc; several particles containing titan ium were also observed along w ith some scattered silica 

spheres and a few mica ribbons and talc fibers. No asbestos or non-asbestos amphibole va r iants were observed during 

analysis. The results were calculated using the equations detailed in the Calculations section above. 

625547-lA No Asbestos Detected 

625547-18 No Asbestos Detected 

625547-lC No Asbestos Detected 

Below are pictures, diffraction patterns, and chemistry from some of the observed particles. The copper peaks in the 

chem istry spect ra are from the TEM grid. The unidentified peaks in chemistry spect ra are zinc and carbon, which are 

from the TEM specimen holder. 
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Sample 625547-1A, Talc Particle 

62:SS41 FDA_ 002.Jpg 
625547-1a -1 pm 
Talc P.1;t1.iCIQ HV-=100W 
C•I: 0.005415 pm/pix Dirm M,9: 1'00 x 
1&:&3 3129/2021 AMA Analytical Services, Inc 
TEM Mode: lmaaino 
M"icroscoplst ;(b)(6~ 
cameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, B i"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Hexagonal Diffraction Pattern from the Talc Particle pictured above 

-625547 FDA_001 j pg 
62SS47-1a 100 /1/A\ 
Talc Particle HV:100kV 
15:51 :JfZ9121121 cam Len: 0.2200 m 
TEM Mode: Diffrnc.tion AMA Analytical Services, Inc 
M1croscop1st:[(bX6~ 
Camera: NANOSPRTS, Exposure: BOO (ms) x 5 std. frart',es, Gain: 1, Bin: 1 
Gamma: 1.00, No Sha.rpenir19, Noonal Contfast 
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Chemistry from the Talc Particle pictured above 

Full scale counts: 1208 625547-la(2) 

1200 
Si 

1000 

0 
800 Mg 

600 

Cu 
400 

200 

Fe 
0 

0 1 2 3 4 5 6 7 8 9 10 
keV 

Sample 625547-lA, Mica Particle 

600nm 
MieaP3niCl9 HV-=100._V 
C• I: 0.002144 ~mlpix Dir<Ct M,g: 4800 x 
1&:57 3129/2021 AMA Analytical Servi=, Inc 
TEM Mode: Imaging 
Microscopist {b X6J 
cameta: NANO::wf<l !), E.xpos,u,e: 81)() (ms)• s std. frames, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpening, Normal ContrHt 
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Hexagonal Diffraction Pattern from the Mica Particle pictured above 

-625547 FOA_003jpg 
625547•13 10011/Al 
Mica Particle HV=100kV 
15:56 312912021 Can, Len: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
MicroscopiSl:{bX6} 
Camera: NA NbSPRfs, Exp,osure: BOO (ms) x s std. fralT.es, Gain:1, Bin: 1 
Gamma: 1.00, No Sharpenir1g, Nonna! Contrast 

Chemistry from Mica Particle pictured above 

Full scale counts: 339 625547-La(J) 

Si cu 
300 0 

Al 

200 

100 

0 
0 I 2 3 4 5 

keV 
6 7 8 9 
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625547-lA, Particles Containing Titanium 

625541 FDA_ 008.Jpg 

625547-1a 600nm 
Titanium Panicles HV-=100W 

C•I: 0.001774 ~mlpix Diroct Mog: 5800 x 
1':03 3129/2021 AMA Analytical Services, Inc 
TEM Mode: Imaging 
M",croscoplst{(b )(6) 
cameta: NAN0SPRT5, Exposu,e: 81)() (MS). s Std. frames, Gain:1, B i"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Diffraction Pattern from the Particles Containing Titanium pictured above 

.. 

-625547 FOA_007 j pg 
625547•1B 1001 1/Al 
Titanium Particles HV=100kV 
1G:02 ~2912021 Can1 Len: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
MiC.f0$COpist; ~J(6l 
Camera: NANOt:n1RTs, Exposure: BOO (ms) x s std. fralT~s, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpenit19, Honr.al Contrast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Particles Containing Titanium pictured above 

Full scale counts: 1599 625547-la(S) 
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625547-lA, Silica Sphere 
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HV=100._V 
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62:5547 FDA_ 006.jpg 

625547-1a 
Silica spnere 
C• I: 0.00~ pm/pix 
16:00 3/29/2021 AMA Analytical Services, Inc 

~~::;:;iibx/W 
cameta: NANOSPRTS, E.xposu,e: 81)() (ms) as std. rrames1 Gain: 1, Bin: 1 
Gamma: 1.C0, No Sharpering, Normal Contrait 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Diffraction Pattern from the Silica Sphere pictured above 

-625547 FDA_00Sj pg 
625547•13 100 111A\ 
Silica Sphere HV=100kV 
15:59 3i29/2021 Cam Len: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
Microscopist:f(b)(6J 
Camera: NANOSPRl~, ExPoSure: BOO (ms) x 5 std. frart'.es, Gain:1, Bin: 1 
Gatnma: 1.00, No Shatpenit19, Noonal Contfast 

Chemistry from the Silica Sphere pictured above 

Full scale counts: 1599 625547-La(4) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-lA, Mica Ribbon 

625547 FDA_010.jpg 
625547-1a 
SiAIKFeMg Ribbon 
C•I: 0.734921 nm/pix 
16:44 3129/2021 
TEM Mode: lmaoino., 
l(,croscoplst i(b)(6,, 
cameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Diffraction Pattern from the Mica Ribbon pictured above 

200nm 
HV=100W 
Dirm M,9: 14000 x 
AMA Analytical Services, Inc 

-625547 FOA_009j pg 
625547-13 10011/A\ 
SiAIKFeMg Ribbon HV=100kV 
16:43 31'2912021 Can, Len: 0.2200 m 
TEM Mode: Diffr;ic:tjon AMA Analytical SefVices, Inc 
Microscopist~b)(6 
Camera: NANOSPRTS, Exp,osure: BOO (ms) x s std. frarr:-.es, Gain:1. Bin: 1 
Gamma: 1.00, No Sharpenir1g, Nonnal Contfast 

Page 24 of 111 ~ - AMA Analytical Services, Inc. 

Page 39 of 233 

http:frarr:-.es


Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Mica Ribbon pictured above 

FuU scale counts: 538 625547-la(6) 
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625547-2A, 2B, 2C/Client Sample: 02232021-2 

PLM 
All three aliquots of sample 02232021-2 were ana lyzed by 5 6 n April 23, 2021. No asbestos or non­
asbestos amphibole variants were observed during analysis. The results were calculated using the equations detailed in 

t he Calculations section above. 

625547-2A No Asbestos Detected 

625547-28 No Asbestos Detected 

625547-2( No Asbestos Detected 

TEM 
(15)(6) analyzed aliquot 2A on March 29, 2021 and aliquot 2C on March 30, 2021. (b )(6) nalyzed 

aliquot 2B on March 30, 2021. The primary particles observed were talc and talc fibers; some talc ribbons were also 
observed. No asbestos or non-asbestos amphibole variants were observed during ana lysis. The results were ca lculated 
using the equations detai led in the Calculations section above. 

625547-2A No Asbestos Detected 

625547-28 No Asbestos Detected 

625547-2( No Asbestos Detected 

Below are pictures, diffraction patterns, and chemistry from some of the observed particles. The copper peaks in the 

chem istry spect ra are from the TEM grid. The unidentified peaks in chemistry spectra are zinc and carbon, which are 

from the TEM specimen holder. 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-2A, Talc Particle 

625547 FDA_016.jpg -625547-2a 1 pm 
Talc Particia HV=100W 
C• I: 0.005415 ~mlpix Diroct Mog: 1'00 x 
17:42 3129/2021 AMA Analytical Services, Inc 
TEM Mode: lmaoi!)9 
M",croscoplst rl(e 
cameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Hexagonal Diffraction Pattern from the Talc Particle pictured above 

-625547 FDA_015j pg 
625547-23 100 11/Al 
Talc Particle HV=100kV 
17:41 3,2912021 Can, Len : 0.2200 m 
TEM Mode: Diffraction AMA Analytical Servi ces, Inc 
Microscopist!{li)(6}1 
Camera: NANO!i~R:f-J, Exi,osu,.e: 800 (ms) x -5 std. frames, Gain:1 , Bin: 1 
Gamma: 1.00, No Sharpenit1g, Nonnal Conti·ast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Talc Particle pictured above 

Full scale counts: 827 625547-2a(6) 

800 

Si 

0 

600 
Mg 

400 

200 

Cu 

0 
0 1 2 3 4 5 6 7 8 

keV 

625547-2A, Talc Fiber 

800nm 

0 • 

Talc Fir>e< HV-=100._V 
C•I: 0.0028$8 ~mlpix Dir<Ct M,g: 3800 x 
17:37 3/29/2021 AMA Analytical Servi=, Inc 
TEM Mode: lmaqiOQ 
Microscopist lb)(6E 
cameta: NANO::wf<l !), E.xpos,u,e: 81)() (ms) • s std. frames, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpening, Normal ContrHt 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Hexagonal Diffraction Pattern from the Talc Fiber pictured above 

-625547 FDA_013j pg 
625547-23 10011/Al 
Talc Fiber HV=100kV 
17:36 312912021 Can, Len: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
Microscopist: ib}(6l 
Camera: NANd"....-.-~. Exi,osure: 800 (m s) x s std. frcm1es, Gain: 1, Bin: 1 
Gamma: 1.00. No Sha,penir1g, Nonn.11 Conttast 

Chemistry from the Talc Fiber pictured above 

Full scale counts: 1244 625547-2a(2) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-2A, Talc Ribbon 

625547 FDA_018.jpg 
625547-2a -200nm 
Talc RibbOl'I HV=100W 
C•I: 0.001029 ~mlpix Dirm M,9: 10000 x 
17:46 3129/2021 AMA Analytical Services, Inc 
TEM Mode: lmaaino 
M"icroscopls~(bX6) 
cameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Diffraction Pattern from the Talc Ribbon pictured above 

-625547 FOA_017 jpg 
625547•2• 10011/A\ 
Talc Ribbon HV=100kV 
17:46 31'2912021 Can, Len: 0.2200 m 
TEM Mode: Diffraction AMA Analytical SefVices, Inc 
Microscopisti(b ){6}1 
Camera: NAN~'"'r".'.l! Exp,osure: 800 (ms) x 5 std. frarr:-.es, Gain:1, Bin: 1 
Gamma: 1.00, No Sharpenir1g, Nonnal Contfast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Talc Ribbon pictured above 

Full scale counts: 607 625547-Za(J) 
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625547-3A, 3B, 3C/Client Sample: 02232021-3 

PLM 
All t hree aliquots of sample 02232021-3 were analyzed bJ D 6 n April 23, 2021. No asbestos or non­

asbestos amphibole variant s were observed during analysis. The result s were calculat ed using the equations detailed in 

t he Calculations section above. 

625547-3A No Asbestos Detected 

625547-3B No Asbestos Detected 
625547-3( No Asbestos Detected 

TEM 
(5)(6) nalyzed aliquot 3A on March 29, 2021 and aliquot 3B on March 30, 2021. The pr imary particles 

observed were ta lc and mica; severa l particles containing titanium were also observed along w ith a few talc ribbons, 

silica spheres, m ica particles coated with iron, and magnesium aluminum si licate fibers. No asbestos or non-asbestos 
amphibole variants were observed during analysis. The result s were calculated using t he equat ions detai led in the 

Calculations section above. 

625547-3A No Asbestos Detected 

625547-3B No Asbestos Detected 

625547-3( No Asbestos Detected 

Below are pictures, diffraction patterns, and chemistry from some of the observed particles. The copper peaks in the 

chemistry spect ra are from the TEM grid. The unidentified peaks in chemistry spectra are zinc and carbon, wh ich are 

from the TEM specimen holder. 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-3A, Talc Particle 

625547 FDA_020.jpg 
625547-33 -1 pm 
Talc P,1;rtiCIQ HV=100W 
C• I: 0.005415 pm/pix Dirm M,9: 1900 x 
19:23 3129/2021 AMA Analytical Services, Inc 
TEM Mode: lmaoi!]9 
l(,croscoplst~ 
cameta: NANOSPRTS, E.xposu, e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Hexagonal Diffraction Pattern from the Talc Particle pictured above 

-625547 FOA_019j pg 
625547-la 100 11/Al 
Talc Particle HV=100kV 
19:21 312912021 Cam Len: 0.2200 m 
TEM Mode: o\· ttrnc.t\on AMA Analytical Setvices, Inc 
Microscopist: (b)(6\ 
Camera: NANOSPRTS, Exp,osure: BOO (ms) x s std. fran-.es, Gain: 1. Bin: 1 
Gamma: 1.00, No Sharpeni,19, Nonna! Contrast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Talc Particle pictured above 

Full scale counts: 669 625547-33(2) 
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TEM Mode: 1'1)(•bn)·(,nnGJ' 
Mlcroscoplsti 
cameta: NANOSPRTS, E.xpos,u,e: 81)() (MS) a S Std. frames, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpening, Normal ContrHt 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Hexagonal Diffraction Pattern from the Mica Particle pictured above 

-625547 FDA_021 jpg 
625547-Ja 10011/Al 
Mica Particle HV=100kV 
19:26 3,2912021 Can, Len: 0.2200 m 
TEM Mode: Dil[raction AMA Analytical Services, Inc 
MicroscopiSl:[(bX6}

1 
Camera: NANOSPRTS, ExPosure: BOO (ms) x s std. fralT.es, Gain:1, Bin: 1 
Gamma: 1.00, No Sharpenir1g, Nonna! Contfast 

Chemistry from the Mica Particle pictured above 

Full scale counts: 1046 625547-33(8) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-3A, Particles Containing Titanium 

625547 FDA_0:16.jpg 
625547-33 
Ti Particle 
C• I: 0.001429 ~mlp ix 
19:33 3129/2021 
TEM Mode: 1'1','1.."{98 
M"icroscoplst ,lUI\O] 
c ameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain: 1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Diffraction Pattern from the Particles Containing Titanium pictured above 

400nm 
HV=100W 
Dirm M,9 : 7200 x 
AMA Analytical Services, Inc 

-625547 FDA_025j pg 
t)25547-3a 100 l1iAl 
Ti Particle HV=100kV 
19:32 3,1912021 Can, Len: 0.2200 m 
TEM Mode: Dilfractign AMA Analytical Services, Inc 
Microscopist:ib)(6} 
Camera: NAN�ti' l-'i:{-rs, Exi,osure: 800 (m s) x 5 std. frs1t1es, Gain:1, Bin: 
Gamma: 1.00, No Shatpe11ing, Hol"rt\o11 Contrast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Particles Containing Titanium pictured above 

Full scale counts: 1057 625547-33(6) 
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625547-3A, Silica Sphere 
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C• I: 0 .0028$8 ~mlpix 
19:37 3/29/2021 
TEM Mode: lrr,•ninn 
Mlcroscoplst:J(b X6) 
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Dir<Ct M,g: 3800 x 
AMA Analytical Servi=, Inc 

cameta: NANO::wf<l s, E.xpos,u,e: 81)() (ms)• s std. frames, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpening, Normal ContrHt 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Diffraction Pattern from the Silica Sphere pictured above 

-625547 FDA_027 jpg 
6".l5547-Ja 100 11/Al 
S i Sph<re HV=100kV 
19:36 311912021 Can, Len: 0.2200 m 
TEM Mode: DiJ[r•cr on AMA Analytical Servi ces, Inc 
Microscopist:[•~K61 
Camera: NANOSPRTS, Exp,osure: BOO (m s) x s std. fralT.es, Gain:1, Bin: 1 
Gamma: 1.00, No Sharpenir1g, Nonna! Contrast 

Chemistry from the Silica Sphere pictured above 

Full scale counts: 1117 625547-3a(5) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-3A, Talc Ribbon 

.. 
.. 

.. 

625547 FDA_030.jpg 
625547-33 -2pm 
Talc RibbOl'I HV=100W 
C•I: 0.010289 pm/pix Dirm M,9: 1000 x 
19:49 3129/2021 AMA Analytical Services, Inc 
TEM Mode: lmaaino 
lricroscoplst~b)(6~ 
cameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, B i"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Diffraction Pattern from the Talc Ribbon pictured above 

-625547 FOA_029j pg 
b'25547-3a 1001 1/Al 
Talc Ribbon HV=100kV 
19:48 3,2912021 Cam Len: 0.2200 m 
TEM Mode: DiJ!'.lc!ion AMA Analytical Services, Inc 
Microscopist:~~"6~ 
Camera: NANOSPRTS, Exp,osure: BOO (ms) x s std. frames, Gain:1. Bin: 1 
Gamma: 1.00, No Sharpenir1g, Noonal Contrast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Talc Ribbon pictured above 

Full scale counts: 1409 625547-33(7) 

1400 

Si 

1200 

1000 

Mg 

0 800 

600 

400 

200 
Ou 

Fe 
0 

0 1 2 3 4 5 6 7 8 

keV 

625547-3A, Mica Particle (Potassium Aluminum Silicate) coated with Iron Oxide 

_ D24.jpg 
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19:31 3/29/2021 AMA Analytical Servi=, Inc 

~~o=:;:~i;xsi 
c ameta: NANOSPRTS, E.xpos,u,e: 81)() (MS) a S Std. frames, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpening, Normal ContrHt 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Diffraction Pattern from the Mica Particle pictured above 

-625547 FDA_023j pg 
6".l5547-3a 100 11/Al 
AISiKFe Par1icle HV=100kV 
19:30 311912021 Can, Len: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
Microscopist:((15)(61, 
Camera: NANOSPRTS, ExJ)Osure: BOO (ms) x s std. fralT.es, Gain:1, Bin: 1 
Gamma: 1.00, No Sharpenir1g, Nonna! Contrast 

Chemistry from the Mica Particle pictured above 

Full scale counts: 359 625547-3a(4) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-38, Magnesium Aluminum Silicate Fiber 

625547 FDA_D40.jpg 
625547-3b 
SiNgAI Fib<r 
C•I: 0.001429 ~mlpix 
16:49 3130/2021 
TEM Mode: lmaoi!!Q 
l(,croscoplst '(b)(6 
cameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Diffraction Pattern from the Magnesium Aluminum Silicate Fiber pictured above 
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AMA Analytical Services, Inc 

-625547 FDA_041 j pg 
625547-3b 100 11/A\ 
SiMgAI Fiber HV:100kV 
16:50 3130/2021 Cam Len: 0.2200 m 
TEM Mode: Divracti,on AMA Analytical Services, Inc 
Mieroscopist:~b)(6] 
Camera: NANOSPRTS, Exp,osure: BOO (ms) x 5 std. frarr-.es, Gain: 1. Bin: 1 
G3Mma: 1.00, No Sha.rpenir1g, Nonnal Contrast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Magnesium Aluminum Silicate Fiber pictured above 

Full scale counts: 278 625547-3b(7) 
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625547-4A, 4B, 4C/Clie nt Sample: 02232021-4 

PLM 
All t hree aliquots of sample 02232021-4 were analyzed by l:>)(6) on April 23, 2021. No asbestos or non­

asbestos amphibole variants were observed during analysis. The result s were calculat ed using the equations det ailed in 

t he Calculations section above. 

625547-4A No Asbestos Detected 

625547-4 8 No Asbestos Detected 

625547-4( No Asbestos Detected 

TEM 
(15)(6} analyzed al iquot 2A on March 30, 2021 and aliquots 4B and 4C on March 31, 2021. The primary part icle 
observed was t alc; scattered silica particles were also observed as well as a few talc fibers. No asbestos or non-asbestos 
amphibole variants were observed d uring analysis. The result s were calculated using the equat ions deta iled in the 
Calculations section above. 

625547-4A No Asbestos Detected 

625547-48 No Asbestos Detected 

625547-4( No Asbestos Detected 

Below are pictures, diffract ion patterns, and chem istry from some of the observed particles. The copper peaks in the 

chemistry spect ra are from the TEM grid. The unidentified peaks in chem istry spectra are zinc and carbon, wh ich are 

from the TEM specimen holder. 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-4A, Talc Particle 

625547 FDA_033.jpg 
625547-43 
Talc Particia 
C• I: 0.00:lm ~mlpix 
10:18 3130/2021 
TEM Mode: lmaaino 
M",croscopls~(b)(6~ 
cameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Hexagonal Diffraction Pattern from the Talc Particle pictured above 

1 pm 
HV=100W 
Diroct Mog: 2100 x 
AMA Analytical Services, Inc 

-625547 FOA_034j pg 
1>2554743 100 11iAl 
Talc Particle HV=100kV 
10:21 3,J0/2021 Cam Len: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
Microscopist~6~ 
Camera: NANOSPRTS, Exp,osure: eoo (m s) x s std. frBIT.es, Gain: 1. Bin: 1 
Gamma: 1.00, No Sharpenir1g, Normal Contrast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Talc Particle pictured above 

Full scale counts: 981 625547-ta(l) 
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Gamma: 1.00, No Sharpening, Normal ContrHt 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Diffraction Pattern from the Silica Particles pictured above 

-625547 FDA_035j pg 
62554743 10011/A\ 
Silica Particles HV=100kV 
10:25 31.l0/2021 Cam Len: 0.2200 m 
TEM Mode: Oiffr.ir.tion AMA Analytical Services, Inc 
Mieroscopistlb)(6 
Camera: NANOSPRTS, Ex,posure: BOO (ms) x 5 std. frarr-.es, Gain: 1, Bin: 1 
Gatnma: 1.00, No Sha.tpenir19, Nonna! Contfast 

Chemistry from the Silica Particles pictured above 

Full scale counts: 974 625547-ta(2) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-4A, Talc Fiber 

625547 FDA_D38.jpg 
625547-43 400nm 
Talc Fiber HV=100W 
C•I: 0.001429 ~mlpix Di,oct M,9: 7200 x 
10:31 3130/2021 AMA Analytical Services, Inc 
TEM Mode: lma.!li!!ll 
M",croscopisl[b)(6) 
c ameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Hexagonal Diffraction Pattern from the Talc Fiber pictured above 

-625547 FOA_037 j pg 
b'25547-4a 10011/Al 
Talc Fiber HV=100kV 
10:30 3i3012021 Can, Len : 0.2200 m 
TEM Mode: Diffr.ir~on AMA Analytical Services, Inc 
Mic.roscopist:~X6i 
Camera: NANOSPRTS, Exi,osure: eoo (ms) x s std. fra1T..es, Gain: 1. Bin: 1 
Gamma: 1.00, No Sharpeoir1g, Nonnal Contrast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Talc Fiber pictured above 

Full scale counts: 494 625547-ta(4) 
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625547-SA. SB. SC/Client Sample: 02232021-5 

PLM 
All t hree aliquots of sample 02232021-5 were analyzed by l5 6 on April 23, 2021. No asbestos or non­

asbestos amphibole variant s were o bserved during analysis. The results were calculated using the equations detailed in 

t he Calculations section above. 

625547-SA No Asbestos Detected 

625547-58 No Asbestos Detected 

625547-SC No Asbestos Detected 

TEM 
(t5)(6) nalyzed aliquot SA on March 31, 2021. And reas Saldivar analyzed aliquot SB on April 2, 2021 and 

... b .......... 6....._ ____ _.analyzed aliquot SC on Apri l 8, 2021. The primary particle observed was talc; several mica particles 

were also observed as well as particles containing t itanium, scattered talc f ibers/ribbons and a few barium su lfate 
particles. No asbestos or non-asbestos amphibole variants were observed during ana lysis. The resu lts were calculated 
using the equations detai led in the Calculations sect ion above. 

625547-SA No Asbestos Detected 

625547-58 No Asbestos Detected 

625547-SC No Asbest os Detected 

Below are pictures, diffraction patterns, and chemistry from some of the o bserved particles. The copper peaks in the 

chem istry spectra are from the TEM grid. The unidentified peaks in chemistry spectra are zinc and carbon, wh ich are 

from the TEM specimen holder. 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-SA, Talc Particle 

625547 FDA_043.jpg 
625547-Sa 2pm 
Talc P,1;rtiCIQ HV=100W 
C•I: 0.007349 pm/pix Dirm M,9: 1400 x 
16:18 3/31/2021 AMA Analytical Services, Inc 
TEM Mode: lmaaim, 
M"icroscoplst P,1<6~ 
c ameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Hexagonal Diffraction Pattern from the Talc Particle pictured above 

-625547 FOA_042j pg 
625547-53 10011/Al 
Talc Particle HV=100kV 
16:17 313112021 Cam Len: 0.2200 m 
TEM Mode: (?jlfc;ic.tipn AMA Analytical Setvices, Inc 
Microscopi$\!b)(6}, 
Camera: NANOSPRTS, Exp,osure: BOO (ms) x s std. fran-.es, Gain: 1. Bin: 1 
Gamma: 1.00, No Sharpeni,19, Nonna! Contrast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Talc Particle pictured above 

Full scale counts: 817 625547-5a(1) 
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625547-SA, Mica Particle 

• 

. .. 
62:5547 FDA_ 049.jpg 

' . 

625547-Sa 8pm 
MieaP3ttiCl9 HV-=100._V 
C• I: 0 .028580 pm/pix Oir<Ct M,g: 380 x 
1':39 3/31/2021 AMA Analytical Servi=, Inc 
TEM Mode: lmajlir,g 
Mlcroscoplst~ K6\ 
cameta: NANOSPRTS, E.xpos,u,e: 81)() (MS) a S Std. frames, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpening, Normal ContrHt 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Hexagonal Diffraction Pattern from the Mica Particle pictured above 

-625547 FOA_048j pg 
625547-53 10011/Al 
Mica Particle HV=100kV 
16:38 313112021 Can, Len: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
MicroscopiSI: Kbll6\ 
Camera: NAN<fSPRTS, Exp,osure: 800 (m s) x s std. fralT.es, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpenir1g, Nonna! Conttast 

Chemistry from the Mica Particle pictured above 

Full scale counts: 892 625547-53(4) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-5A, Particles Containing Titanium 

400nm 
Titanium Particle 
C•I: 0.001429 ~mlpix 
16:21 3/31/2021 
TEM Mode: lmaqit'/l 
M"icroscopls«b)(6)J 
cameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

HV=100W 
Dirm M,9: 7200 x 
AMA Analytical Services, Inc 

Diffraction Pattern from the Particles Containing Titanium pictured above 

-625547 FOA_044 j pg 
625547-53 10011/Al 
Titanium Particle HV=100kV 
16:20 3i3112021 Can, Len: 0.2200 m 
TEM Mode: DiJ!ract!on AMA Analytical Se-rvices, Inc 
Microscopist:[CbK6! 
Camera: NANOSPRTS, Exp,osure: BOO (ms) x s std. fra1T..es, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpenir1g, Nom\3I Contras, 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Particles Containing Titanium pictured above 

Full scale counts: 893 625547-5a(2) 
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625547-SA, Talc Fiber 

62:5547 FDA_ 047.jpg 

625547-Sa 300nm 
Talc Fil>e< HV-=100._V 
C• I: 0.0028$8 ~mlpix Dir<Ct M,g: 3800 x 
16:23 3/31/2021 AMA Analytical Servi=, Inc 
TEM Mode: lmaoi119 
Mlcroscoplst~ K6\ 
cameta: NANOSPRTS, E.xpos,u,e: 81)() (MS) a S Std. frames, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpening, Normal ContrHt 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Hexagonal Diffraction Pattern from the Talc Fiber pictured above 

-625547 FOA_046jpg 
625547-53 100 l1iAl 
Talc Fiber HV=100kV 
16:27 3,~112021 Can, Len : 0.2200 m 
TEM Mode: Ditf,'f~1tion AMA Analytical Services, Inc 
M1c.roscop1st: r 
Camera: NA NOSPRTS, ExPosure: 800 (m s) x s std. frcmies, Gain: 1, Bin: 1 
Gamma: 1.00, No Sha,peni11g, Honn.11 Contrast 

Chemistry from the Talc Fiber pictured above 

Full scale counts: 574 625547-5a(3) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-SA, Talc Ribbon 

625547 FDA_ D51,jpg 
625547-Sa 1 pm 
Talc Ribb0l'I HV=100W 
C•I: 0.00:lm ~mlpix Diroct Mog: 2100 x 
16:47 3/31/2021 AMA Analytical Services, Inc 
TEM Mode: ll1Jllpj/1ll 
l(,croscopls~ DJlv~ 
c ameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Diffraction Pattern from the Talc Ribbon pictured above 

-625547 FDA_050j pg 
625547-Sa 100 l11A\ 
Talc Ribbon HV:100kV 
16:47 3131/2021 Cam Len: 0.2200 m 
TEM Mode: Di ffraction AMA Analytical Services, Inc 
Mieroscopist:(b)(6! 
Camera: NANOSPRTS, ex.PoSure: BOO (ms) x 5 std. fra1r,es, Gain:1. Bin: 1 
G3'nma: 1.00, No Shatpenit19, Noonal Contfast 

Page 53 of 111 ~ - AMA Analytical Services, Inc. 

Page 68 of 233 



0 

Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Talc Ribbon pictured above 

Full scale counts: 641 625547-5a(5) 
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625547-SA, Barium Sulfate Particle 
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62:5547 FDA_ 076.jpg 

625547-Sa 600nm 
~ tium SuUate HV-=100._V 
C• I: 0 .001774 ~mlpix Dir<et M,g: saoo x 
12:22 4/8/2021 AMA Analytical Servi=, Inc 
TEM Mode: lmaQil)g 
Microscopist M 
c ameta: NANOSPRTS, E.xpos,u,e: 81)() (MS) a S Std. frames, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpening, Normal ContrHt 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Diffraction Pattern from the Barium Sulfate Particle pictured above 

-625547 FDA_075j pg 
625547-53 100 11/A\ 
Barium Sulhte HV=100kV 
12:20 4'812021 Can, Len: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
Microscopisi:r(bX6~ 
Camera: NANOSPRTS, ExPosure: BOO (ms) x 5 std. fralT.es, Gain:1, Bin: 1 
Gamma: 1.00, No Sharpenir1g, Nonnal Contrast 

Chemistry from the Barium Sulfate Particle pictured above 

Full scale counts: 1224 625547-53(6) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-6A. 68. 6C/Client Sample: 02232021-6 

PLM 
All t hree aliquots of sample 02232021-6 were analyzed by(b )(6) on April 23, 2021. No asbestos or non­

asbestos amphibole variant s were observed during analysis. The results were calculat ed using the equations det ailed in 

t he Calculations section above. 

625547-6A No Asbestos Detected 

625547-68 No Asbestos Detected 
625547-6( No Asbestos Detected 

TEM.-___ _ 
D 6 nalyzed aliquot 6A on March 31, 2021. 6 6 analyzed aliquot 6B on Apri l 8, 2021 and 

Andreas Saldivar analyzed aliquot 6C on Apri l 9, 2021. The primary part icles observed were talc and mica; si lica spheres 

were also observed as well as a few t alc fibers/ribbons. No asbest os or non-asbestos amphibole variants were observed 

during analysis. The results were calculated using t he equations det ailed in t he Calculations section above. 

625547-6A No Asbestos Detected 

625547-68 No Asbestos Detected 
625547-6( No Asbestos Detected 

Below are pictures, diffraction patterns, and chem istry from some of the observed particles. The copper peaks in the 

chem istry spect ra are from the TEM grid. The unidentified peaks in chemistry spectra are zinc and carbon, which are 

from the TEM specimen holder. 

625547-6A, Talc Particle 

625547 FDA_D55.jpg 
62GG41-&a 800nm 
Talc Pirticla HV=10DlV 
C• I: O.0O28S8 t,antlpiA Dir~ l M111v: 31300 A 
17:$4 3/31/2021 AMA Analytical Services, Inc 
TEM Mode: •rr.aainn ~ 
Microscoplst<_Cb )(6} 
camera: NANO::W~, t!..xposu,e: &MJ (ms)• 5 stcs. tl'ames, oa1n:1, tsin: 1 
Gamma: 1.00, No Sharper.ng, Normal Contrait 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Hexagonal Diffraction Pattern from the Talc Particle pictured above 

-625547 FDA_054j pg 
625547-83 10011/A\ 
Talc Particle HV=100kV 
17:52 3(.)1/2021 Cam Len: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
Mieroscopist,Kl:>){6) 
Camera: NANOSPRTS, Exposure: BOO (ms) x 5 std. frames, Gain: 1, Bin: 1 
Gamma: 1.00, No Sha.tpenir19, Noonal Contrast 

Chemistry from the Talc Particle pictured above 

Full scale counts: 973 625547-63(2) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-6A, Mica Particle 

625547 FDA_D57,jpg 
625547-63 1 pm 
SMgAIK Particle HV=100W 
C• I: 0.00:lm ~mlpix Diroct Mog: 2100 x 
1':03 3/31/2021 AMA Analytical Services, Inc 
TEM Mode: lma~iOQ 
!K,croscoplst lb)(6) 
cameta: NANO~rtT lli, E.xposu,e: 81)() (ms)• s std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Hexagonal Diffraction Pattern from the Mica Particle pictured above 

-625547 FOA_D56j pg 
625547-63 100 11/A\ 
SiMgAIK PMicle HV=100kV 
18:02 313112021 Cam Len: 0.2200 m 
TEM Mode: Di!fraction AMA Analytical Services, Inc 
Microscopist:1\b)(6)1 
Camera: NAN~l.,,."--r..>,-~ xp,osure: eoo (ms) x s std. fra1Ties, Gain:1, Bin: 1 
Gamma: 1.00, No Sharpeni11g, Nonna! Contrast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Mica Particle pictured above 

Full scale counts: 709 625547-63(3) 
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625547-6A, Silica Sphere 

625547 FDA_ D53.Jpg 

625547~ 
Silica spnere 
C• I: 0.005415 pm/pix 
17:49 3/31/2021 

-1 pm 
HV=100._V 

Oirm M,g: 1'00 x 
AMA Analytical Services, Inc 

TEM Mode: lmaoino 
Microscopist '(b X6)7 
cameta: NANOSPRT~ E.xposu,e: 81)() (ms) as std. rrames1 Gain: 1, Bin: 1 
Gamma: 1.C0, No Sharpering, Normal Contrait 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Diffraction Pattern from the Silica Sphere pictured above 

-625547 FDA_052j pg 
625547-&a 100 f1fA\ 
Silica Sphere HV=100kV 
17:47 3131/2021 Cam Leo: 0.2200 m 
TEM Mode: Diffr.irtinC AMA Analytical Services, Inc 
Microscopist:f(b )(6 ~ 
Camera: NANOSPRTS, Exs,osure: SCIO (ms) x 5 std. frames, Gain: 1, Bin: 1 
Ga.nma: 1.00, No Shatpenit19, Noonal Contrast 

Chemistry from the Silica Sphere pictured above 

Full scale counts: 1067 625547-63(1) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-6A, Talc Fiber 

600nm 
HV=100W 
Diroct Mog: 4800 x 
AMA Analytical Services, Inc 

TEM Mode: lma.!li!!ll 
!K,croscopls~(b)(6) 
c ameta: NANO::WKl~ posu,e: 81)() (MS) a S Std . frames, Gain: 1, B i"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Hexagonal Diffraction Talc Fiber pictured above 

-625547 FDA_OSBj pg 
S25547 -63 10011/Al 
Talc Fiber HV=100kV 
14:24 4,'1/2021 Can, Len: 0.2200 m 
TEM Mode: OiHu,r_tion AMA Analylital Services, Inc 
Microscopist:!{b)(6t' 
Camera: NANbs.,RTS, ExPoswe: 800 (m s) x S st<I. fr&•lles, Gain: 1, Bin: 1 
Gamma: 1.00. No Shatp~riir\g. Non'l'!al Conttast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Talc Fiber pictured above 

Full scale counts: 826 625547-63(6) 
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625547-7A, 7B, 7C/Client Sample: 02232021-7 

PLM 
All t hree aliquots of sample 02232021-7 were analyzed by (b )(6) n April 23, 2021. No asbestos or non­

asbestos amphibole variant s were o bserved during analysis. The result s were calculat ed using the equations det ailed in 

t he Calculations section above. 

625547-7A No Asbestos Detected 

625547-78 No Asbestos Detected 
625547-7( No Asbestos Detected 

TEM 
(ID(61 ____ analyzed aliquot 7 A on Apri l 1, 2021 and aliq uot 7C on April 9, 2021. Andreas Saldivar analyzed aliquot 

78 on April 9, 2021. The primary particle observed was mica; particles containing titanium, potassium aluminum si licate 

and magnesium aluminum silicat e particles were also o bserved as well as a few sil ica spheres, ca lcium phosphate 
particles and talc particles. No asbestos or non-asbestos amphibole variants were observed during analysis. The result s 

were calculated using the equat ions detailed in t he Calculations section above. 

625547-7A No Asbestos Detected 

625547-78 No Asbestos Detected 

625547-7( No Asbestos Detected 

Below are pictures, diffraction patterns, and chemistry f rom some of the o bserved particles. The copper peaks in the 

chem istry spect ra are from the TEM grid. The unidentified peaks in chemistry spectra are zinc and carbon, wh ich are 

from the TEM specimen holder. 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-lA, Mica Particle 

625547 FDA_073.jpg 
625547-7a -1 pm 
Mica Particle HV=100W 
C• I: 0 .005415 pm/pix Dirm M,9: 1'00 x 
16:29 411/2021 AMA Analytical Services, Inc 
TEM Mode: Imaging 
M"icroscoplsfKb)!6 
cameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Hexagonal Diffraction Pattern from the Mica Particle pictured above 

-625547 FOA_072j pg 
S25547-7a 100 11/Al 
Mica Particle HV=100kV 
16:25 41112021 Can, Len : 0.2200 m 
TEM Mode: ~iffr.ir:tion AMA Analytical Services, Inc 
Microscopist (b)(6Yi 
Camera: NA OSPRT5, Exi,osure: eoo (m s) x s std. frames, Gain:1 , Bin: 
Gamma: 1.00, No Sharpeni11g, Nonn.,I Contrast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Mica Particle pictured above 

Full scale counts: 1344 625547-7a(l0) 
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625547-lA, Magnesium Aluminum Silicate Particle coated with Iron Oxide 

62:5547 FDA_ 067.jpg 

,. 

/ 

625547-78 800nm 
SiMgAIFe PaniCIQ HV-=100._V 
C• I: 0 .0028S8 ~mlpix Oi,oct M,g: 3800 x 
1&:33 411/2021 AMA Analytical Servi=, Inc 
TEM Mode: lmaninn 

~;~~~j~i~J s, Exposure: BOO (ms)• 5 std. frames, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpening, Normal ContrHt 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Hexagonal Diffraction Pattern from the Magnesium Aluminum Silicate Particle pictured above 

-625547 FOA_066j pg 
625547•73 10011/A\ 
SiMgAIFe Particle HV=100kV 
15:31 411/2021 Cam L&o: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
Mictoscopist: K6)(6)1 
Camera: NAHOSPRTS, Exposure: BOO (ms) x 5 std. frames, Gain:1, Bin: 1 
Gamma: 1.00, No Shatpenir19, Nooml Cont,ast 

Chemistry from the Magnesium Aluminum Silicate Particle pictured above 

Full scale counts: 972 625547-7a(5) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-lA, Mica Particle coated with Iron Oxide and Titanium 

2pm 
HV=100W 
Dirm M,9: 1400 x 
AMA Analytical Services, Inc 

TEM Mode: lmaaino 
!Kicroscoplstf(b)(6l 
c ameta: NANu~rc..;.ts, E.xposu,e: 81)() (MS)• s std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Diffraction Pattern from the Mica Particle pictured above 

-625547 FOA_060j pg 
625547•73 10011/A\ 
SiAJKTFeMg Paoticle HV:100kV 
15:11 411/2021 Cam Leo: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
Mic,oscopistl(bX6! 
Camera: NA.JosPRl s, Ext>Osure: BOO (ms) x 5 std. frames, Gain:1, Bin: 1 
G.wnma: 1.00, No Shatpenit19, Nonnal Cont,ast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Mica Particle pictured above 

Full scale counts: 826 625547-7a(1) 
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625547-lA, Mica Particle 

600nm 
SiMgAIK Pan.icte HV-=100._V 
C• I: 0 .001774 ~mlpix Dir<et M,g: saoo x 
1&:18 411/2021 AMA Analytical Servi=, Inc 
TEM Mode: lmajlillQ 
Mlcroscoplstf(b)(6J 
cameta: NAN .............. rs, E.xpos,u,e: 81)() (MS) a S Std. frames, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpening, Normal ContrHt 

Page 67 of 111 ~ - AMA Analytical Services, Inc. 

Page 82 of 233 



Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Hexagonal Diffraction Pattern from the Mica Particle pictured above 

-625547 FDA_062 j pg 
625547-73 100 / 1/A\ 
SiMgAIK Particle HV=100kV 
15:17 411/2021 Cam Len: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
Mieroscopist:(bX6Ji 
Camera: NANOSPRTS, Ex,posure: BOO (ms) x 5 std. fra1r.es, Gain: 1, Bin: 1 
Gatnma: 1.00, No Shatpenir19, Nonna! Contrast 

Chemistry from the Mica Particle pictured above 

Full scale counts: 559 625547-7a(2) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-lA, Particle Containing Titanium 

625547 FDA_069.jpg 
625547-7a 
Ti Particle 
C•I: 0.014290 pm/pix 
1&:39 411/2021 
TEM Mode: lmaaino 
!Kicroscopls\(b )(6) 
cameta: NANo..,...~11. E.xposu,e: 81)() (MS)• s std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Diffraction Pattern from the Particle Containing Titanium pictured above 

4pm 
HV=100W 
Oiroci Mog: 720 x 
AMA Analytical Services, Inc 

-625547 FDA_06Bj pg 
625547•73 10011/A\ 
Ti Particle HV=100kV 
15:37 411/2021 Cam Leo: 0.2200 m 
TEM Mode: Dj!;frac~on AMA Analytical Services, Inc 
Mieroscopist:/1'K6 
Camera: NANO~t't<TS, Expc,sure: BOO (ms) x 5 std. frames, Gain:1, Bin: 1 
Gamma: 1.00, No Shatpening, Nonnal Cont,ast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Particle Containing Titanium pictured above 

Full scale counts: 466 625547-7a(6) 
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62:5547 FDA_ 071.jpg 
625547-78 1 pm 
Silica spnere HV-=100._V 
C• I: 0.003m pm/pix Dir<Ct M,g: 2100 x 
16:10 411/2021 AMA Analytical Servi=, Inc 
TEM Mode: lma.!li!!9 
Mlcroscoplsq'!l>)(6~ 
cameta: NANbSPRTS, E.xpos,u,e: 81)() (MS) a S Std. frames, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpening, Normal ContrHt 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Diffraction Pattern from the Silica Spheres pictured above 

-625547 FDA_070j pg 
625547-73 10011/A\ 
Silica Sphere HV=100kV 
16:10 41112021 Cam Len: 0.2200 m 
TEM Mode: Diffbr.ic:tior:. AMA Analytical Services, Inc 
Mieroscopist:K )(6) J 
Camera: NANOSPRTS, ExPosure: BOO (ms) x 5 std. frarr-.es, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpeniflg, Nonna! Contfast 

Chemistry from the Silica Spheres pictured above 

Full scale counts: 1344 625547-7a(9) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-lA, Calcium Phosphate Particle with Sulfur 

625547 FDA_065.jpg 
625547-7a 400nm 
PSCa Particle-/Sphe,e HV=100W 
C• I: 0.001429 ~mlpix Dirm M,9: 7200 x 
1&:23 411/2021 AMA Analytical Services, Inc 

~1C~=:;,1it>X~ 
cameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Diffraction Pattern from the Calcium Phosphate Particle pictured above 

-625547 FDA_0644pg 
625547-73 10011/A\ 
P5Ca Particle/Sphere HV=100kV 
15:22 411/2021 Cam Len: 0.2200 m 

TEM Mode: D1;(b~)r(fiV" AMA Analytical Services, Inc 
M1c,oscop1st1 ~ 
Camera: NANo.;,,-rn-:3, ExPoSore: BOO (ms) x 5 std. frames, Gain:1. Bin: 1 
Gamma: 1.00, No Sharpening, Nonnal Contrast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Calcium Phosphate Particle pictured above 

Full scale counts: 326 625547-7a(3) 
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625547-lC, Talc Particle 

4pm 
HV-=100._V 
Oir<Ct M,g: 720 x 

62:5547 FDA_ D90.jpg 

625547-7c 
Talc Pan.iCIQ 

C• I: 0 .014290 pm/pix 
H:02 419/2021 AMA Analytical Servi=, Inc 
TEM Mode: lmaqiOQ 
Microscopist {b X6J 
cameta: NANO::wf<l !), t.xpos,u,e: 81)() (ms)• s std. frames, Gain: 1, Bin: 1 
Gamma: 1.00, No Sharpening, Normal ContrHt 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Hexagonal Diffraction Pattern from the Talc Particle pictured above 

-625547 FOA_0B9j pg 
625547-7C 100 11/Al 
Talc Particle HV=100kV 
18:00 4'912021 Can, Len: 0.2200 m 
TEM Mode: DitJ;cnr.tio~11 AMA Analytical Services, Inc 
Microscopist: ~b X611 
Camera: NANOSPRTS, ExPosure: BOO (m s) x s std. frames, Gain:1, Bin: 1 
Gamma: 1.00, No Sharpenir1g, Noonal Contrast 

Chemistry from the Talc Particle pictured above 

Full scale counts: 1629 625547-7c(3) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-SA. 88. SC/Client Sample: 02232021-8 

PLM 
All t hree aliquots of sample 02232021-8 were analyzed by D)(6) n April 23, 2021. No asbestos or non­

asbestos amphibole variant s were observed during analysis. The results were calculat ed using the equations det ailed in 

t he Calculations section above. 

625547-8A No Asbestos Detected 

625547-88 No Asbestos Detected 
625547-8( No Asbestos Detected 

TEM 
5 6 analyzed aliquot 8A on Apri l 9, 2021. Andreas Sa ldivar analyzed aliquot 88 on April 13, 2021 and aliquot 

8C on April 14, 2021. The primary particle observed was m ica; talc and scattered particles cont aining titanium were also 
observed as well as a few silica spheres and talc r ibbons. No asbestos or non-asbestos amphibole variants were 

observed during analysis. The results were calculated using t he equat ions detai led in the Calculations sect ion above. 

625547-8A No Asbestos Detected 

625547-88 No Asbestos Detected 

625547-SC No Asbestos Detected 

Below are pictures, diffraction patterns, and chem istry from some of the observed particles. The copper peaks in the 

chem istry spect ra are from the TEM grid. The unidentified peaks in chemistry spectra are zinc and carbon, wh ich are 

from the TEM specimen holder. 

625547-BA, Mica Particle 

800nm 
HV=10Dkl/ 
Dirwl M111v: 3800 A 
AMA Analytical Services, Inc 

625547 FDA_D80.jpg 
62GG41-8a 
Mica Particle (SiMgAIKFe) 
C• I: O.0O28S8 i,atttlpiA 
1&:41 419/2021 
TEM Mode: Imaging 
Microscopist Ibl!6l 
came.-a: NAN0:5Pft'T5, 1!..xposu,e: &4KJ (In$)• 5 stcs. tl'ames1 oa1n:1, tsin: 1 
Gamma: 1.00, No SharpeNng, Normal Contra.it 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Hexagonal Diffraction Pattern from the Mica Particle pictured above 

-625547 FDA_079j pg 
625547-83 100 i1iAl 
Mica Particle (SiMgAIKFe) HV=100kV 
15:40 4'9/2021 Can, Len: 0.2200 m 
TEM Mode: DiJ.!111ctjon AMA Analytical Services, Inc 
Microscopist:~b)(6\ 
Camera: NANO"SPRTS, Expcswe: 800 (mS) x s st<I. fra,t1es, Gain: 1, Bin: 1 
Gamma: 1.00, No Sha,penil\g. Honn.al Ccnt,ast 

Chemistry from the Mica Particle pictured above 

Full scale counts: 843 625547-Sa(l) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-BA, Talc Particle 

4pm 
HV=100W 
Oiroct Mog: 720 x 
AMA Analytical Services, Inc 

625547 FDA_086.jpg 
625547-&t 
Talc Particia 
C• I: 0.014290 ~mlpix 
16:04 419/2021 
TEM Mode: lma_!lillQ 
M",croscoplst ~b)(6\ 
cameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Hexagonal Diffraction Pattern from the Talc Particle pictured above 

-625547 FDA_0BSj pg 
b'25547-8a 
Talc Particle 
16:03 4JW2021 
TEM Mode: Di,!:{!1l'G(?n 

100 11/A\ 
HV:100kV 
Cam Len: 0.2200 m 
AMA Analytical Services, Inc 

M1croscop1Sl:~_~X• J1 
Camera: NANOSPRTS, Exp,osure: eoo (ms) x s std. f ran-.-es, Gain:1, Bin: 1 
Gamma: 1.00, No Sharpeniog, Nonna! Contrast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Talc Particle pictured above 

Full scale counts: 1163 625547-83(6) 
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62:5547 FDA_ 081.jpg 

625547.3a 
Titanium PanicM 
C•I: 0.001429 ~m/pix 
1&:46 419/2021 
TEM Mode: lma~iOQ 
MlcroscoplstRbX6J 
c ameta: NANO~RlS, E.xposu,e: 81)() (ms) as std. rrames1 Gain:1, Bin: 1 
Gamma: 1.CO, No Sharpering, Normal Contrait 

400nm 
HV-=100._V 
Oirm M,g: 7200 x 
AMA Analytical Services, Inc 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Diffraction Pattern from Particles Containing Titanium pictured above 

-625547 FDA_082 j pg 
6".l5547 -8a 100 11/Al 
Titanium Particle HV=100kV 
15:48 4'912021 Can, Len: 0.2200 m 
TEM Mode: Di ffrac tion AMA Analytical Servi ces, Inc 
Microscopist:(b)(6) 
Camera: NAN~..:,n,'-r..l; Exp,osure: BOO (ms) x s std. fralT.es, Gain:1, Bin: 1 
Gamma: 1.00, No Sharpenir1g, Nonnal Contrast 

Chemistry from the Particles Containing Titanium pictured above 

Full scale counts: 1249 625547-83(2) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-BA, Silica Sphere 

625547 FDA_OB4.jpg 
625547-&t -1 pm 
Sfica Sphere HV=100W 
C•I: 0.005415 ~mlpix Diroct Mog: 1'00 x 
1&:59 419/2021 AMA Analytical Services, Inc 

~IC~=:;::;11~~E 
c ameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Diffraction Pattern from the Silica Sphere pictured above 

-625547 FDA_083j pg 
625547-83 100111A\ 
Silica Sphere HV:100kV 
15:57 4'912021 Cam Len: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
Mic,oscopist:[(b)(_6) 
Camera: NANOSPRTS, Exl')OSure: BOO (ms) x 5 std. fran-,es, Gain:1, Bin: 1 
G3'1'1ma: 1.00, No Sharpenit19, Noonal Cont,ast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Silica Sphere pictured above 

Full scale counts: 1349 625547-83(5) 
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62:5547 FDA_ D88.jpg 

625547.3a 
TalCRiDDOII 
C• I: 0.001429 ~m/pix 
16:12 419/2021 
TEM Mode: Imaging 
Microscopist bK6) 
cameta: NANOSPRTS, E.xposu,e: 81)() (ms) as std. rrames1 

Gamma: 1.CO, No Sharpering, Normal Contrait 
Gain: 1, Bin: 1 

400nm 
HV-=100._V 
Oirm M,g: 7200 x 
AMA Analytical Services, Inc 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Diffraction Pattern from the Talc Ribbon pictured above 

-625547 FDA_087 jpg 
625547-83 100 111A\ 
Talc Ribbon HV=100kV 
16:11 41912021 Can, Len: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
Mieroscopist:lb)(6~ 
Camera: NANOSPRTS, ExPoSure: BOO (ms) x 5 std. fran--.es, Gain:1, Bin: 1 
Gamma: 1.00, No Shar~nit19, Nonnal Contrast 

Chemistry from the Talc Ribbon pictured above 

Full scale counts: 1126 625547-8a(7) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-9A. 98. 9C/Client Sample: 02232021-9 

PLM 
1 

All t hree aliquots of sample 02232021-9 were analyzed bJ(o)(6) n April 23, 2021. No asbestos or non­

asbestos amphibole variant s were o bserved during analysis. The results were calculat ed using the equations det ailed in 

t he Calculations section above. 

625547-9A No Asbestos Detected 

625547-98 No Asbestos Detected 
625547-9( No Asbestos Detected 

TEM 
15 6 malyzed aliquot 9A on Apri l 20, 2021. ID(ID nalyzed aliquots 98 and 9C on Apri l 21, 
2021. The primary particle observed was mica; many iron oxide and part icles contain ing titaniu m were also observed 

along wit h a f ew t alc particles and scattered talc fibers and silica spheres. No asbestos or non-asbestos am phi bole 

variants were observed during analysis. The results were calculated using the equat ions detailed in the Calculations 

sect ion above. 

625547-9A No Asbest os Detected 

625547-98 No Asbest os Detected 
625547-9( No Asbestos Detected 

Below are pictures, diffraction patterns, and chem istry from some of the o bserved particles. The copper peaks in the 
chem istry spect ra are from the TEM grid. The unidentified peaks in chemistry spectra are zinc and carbon, wh ich are 

from the TEM specimen holder. 

625547-9A, Mica Particle 

800nrn 
Mica Particle HV= 100kV 
C.tl: 0.002868 1,1mlpix Direct M ilg: 3600 x 
1':28 4120/2021 AMA Analytical Services, Inc 
TEM Mode: Imaging 
Microscoplst'.ll>K6l 
cameta: NANOSPRT5, Exposu,&: MO (MS) a S Sld. frames, Gail'l: 1, Bil'\: 1 
Gamma: 1.CO, No Sharpering, Normal Contra:.t 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Hexagonal Diffraction Pattern from the Mica Particle pictured above 

-625547 FDA_093j pg 
625547-9.a 100111A\ 
Mica Particle HV=100kV 
18:27 4'20/2021 Cam Len: 0.2200 m 
TEM Mode: D~ff'JC~On AMA Analytical Services, Inc 
Mic,oscopiSl:/b,.&~ 
Camera: NANOSPRTS, Exposure: BOO (ms) x 5 std. frames, Gai n:1, Bin: 1 
Gatnma: 1.00, No Shatpenit19, Noonal Contfast 

Chemistry from the Mica Particle pictured above 

Full scale counts: 770 625547-9a(2) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-9A, Iron Oxide & Particles Containing Titanium 

625547 FDA_ D92.jpg 
625547-9a 800nm 
TiFo Pattic~s HV=100W 
C• I: 0.0028$8 ~mlpix Diroct Mog: 3800 x 
1':20 4120/2021 AMA Analytical Services, Inc 
TEM Mode: lmaaino 
l(,croscoplst (bX6J 
cameta: NANOSPRTS, E.xposu,e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Chemistry from the Iron Oxide & Particles Containing Titanium pictured above 

Full scale counts: 862 625547-9a(l) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-9A, Iron Oxide Particles/Fiber 

625547 FDA_D96.jpg 
625547-9a 
Fe panteles 
C• I: 0.001429 ~mlpix 
1':33 4120/2021 
TEM Mode: lmaaino 
M",croscopls~(b)(6} 
cameta: NANo::wKh, E.xposu,e: 81)() (ms)• s std. frames, Gain:1, B i"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Diffraction Pattern from Iron Oxide Particles/Fiber pictured above 

400nm 
HV=100W 
Diroct Mog: 7200 x 
AMA Analytical Services, Inc 

-625547 FOA_095j pg 
625547-93 100 11/A\ 
Fe particle/fiber HV=100kV 
18:32 412012021 Cam Len: 0.2200 m 
TEM Mode: Ojlfbractipn AMA Analytical Setvices, Inc 
Microscopist:( )(6) 
Camera: NANOSPRTS, Exp,osure: BOO (ms) x 5 std. frarT.;es, Gain:1, Bin: 1 
G3tnma: 1.00, No Shar~nir1g, Nonna! Conti·ast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Iron Oxide Particles/Fiber pictured above 

Full scale counts: 467 625547-9a(3) 
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625547-9a 800nm 
Ft PattiCIQS HV-=100._V 
C• I: 0.0028$8 ~mlpix Oirm M,g: 3600 x 
19:14 4120/2021 AMA Analytical Services, Inc 
TEM Mode: Imaging 
Microscopist P,K6) 
cameta: NANO~t<TS, E.xposu,e: 81)() (ms) as std. rrames1 Gain: 1, Bin: 1 
Gamma: 1.CO, No Sharpering, Normal Contrait 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Iron Oxide Particles pictured above 

Full scale counts: 638 625547-9a(9) 
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625547-9A, Talc Particle 

62:5547 FDA_ 103.jpg 

625547-9a 
Talc Pafl.iCIQ 

C• I: 0.007349 pm/pix 
19:29 4120/2021 
TEM Mode: lma~ir,g 
Microscopist ~)(81 

2pm 
HV=100._V 

Oirm M,g: 1400 x 
AMA Analytical Services, Inc 

cameta: NANOSPRTS, E.xposu,e: 81)() (ms) as std. rrames1 Gain: 1, Bin: 1 
Gamma: 1.CO, No Sharpering, Normal Contrait 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Hexagonal Diffraction Pattern from the Talc Particle pictured above 

-625547 FOA_102j pg 
625547 -93 100 11/Al 
Talc Particle HV=100kV 
19:28 4'2012021 Can, Len: 0.2200 m 
TEM Mode: Diffraction AMA Analytical Services, Inc 
MicroscopiS1:ll>l!6I 
Camera: NA NOtrt1RTs, Exp,osure: eoo (m S) x s std. fralT~s. Gain:1, Bin: 1 
Gamma: 1.00, No Sharpenir1g, Nonna! Contrast 

Chemistry from the Talc Particle pictured above 

Full scale counts: 974 625547-9a(l0) 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

625547-9A, Talc Fiber 

625547 FDA_D98.jpg 
625547-9a 2pm 
Talc Fiber HV=100W 
C• I: 0.007349 pm/pix Dirm M,9: 1400 x 
1':47 4120/2021 AMA Analytical Services, Inc 
TEM Mode: lma_!lirJQ 
Microscoplst~ )(6X 
cameta: NANOSPRTS, E.xposu, e: 81)() (MS) a S Std. frames, Gain:1, Bi"I: 1 
Gamma: 1.00, No Sharpering, Normal Contrait 

Hexagonal Diffraction Pattern from the Talc Fiber pictured above 

-625547 FDA_097 j pg 
625547-93 1001 1iAl 
Talc Fiber HV=100kV 
18:46 4'2012021 Can, Len : 0.2200 m 
TEM Mode: Diffraction AMA Analylical Services, Inc 
Microscopist:~ 
Camera: NANOSPRTS, ExPosme: 800 (ms) ,c S std. fra1lles, Gain: 1, Bin: 1 
Gamma: 1.00. No Shatper1i r1g. Honnal Conuast 
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Re: FDA Office of Cosmetics & Colors 
Case Narrative for COC 625547 

Chemistry from the Talc Fiber pictured above 

Full scale counts: 767 625547-9a(5) 
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625547-9A, Silica Sphere 
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62:5547 FDA_ 100.jpg 

625547-9a 
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