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Abstract

In response to recent litigation, Colgate Palmolive hired Exponent to determine if
various samples of their cosmetic talc products contained asbestos. Anderson et al,
Exponent employees, claim to report the findings of these analyses in their paper
“Assessment of Health Risk from Historical Use of Cosmetic Talcum Powder.”
The microscopist who reviewed the samples found four anthophyllite fibers. One
of the authors of Anderson et al., Patrick Sheehan, who is not a microscopist,
directed the reviewing microscopist to alter the report and add the qualification
that “...this classification was inconclusive due to the small number counted.”
Deviations from the referenced analytical methods, however, would account for
the small number of fibers counted relative to the limit of detection. Anderson
et al, reported that “no asbestos fibers were detected in any of the eighteen samples
analyzed” based on the report’s altered conclusions.
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Commentary

For the past several years, users of Colgate Palmolive talc products who devel
oped mesothelioma have sued the company, alleging that asbestos in the tak
caused their mesotheliomas. In response to the litigation, Colgate Palmolive
hired Exponent to determine if various samples of their products containe
asbestos. Anderson et al.! (all authors cite Exponent as their affiliated institu
tion) claim to report the findings of these analyses in their paper “Assessment of
Health Risk from Historical Use of Cosmetic Talcum Powder.”! Forcnsi
Analytical Laboratories, the laboratory hired by Exponent to perform testiny,
performed the analytical microscopy and their initial report of the microscopy
stated that four anthophyllite asbestos fibers were present in three of eighteen
talc samples; these results are quite different from those reported
Anderson et al.:!

No asbestos fibers were detected in any of the 18 samples analyzed. Of the I8
samples, two samples contained one fiber, and a third contained two fibers.
which were initially reported as anthophyllite asbestos, noting that this classifica-
tion was inconclusive due to the small number counted.

An e-mail from author Patrick Sheehan to Mark Floyd of Forensic Analytical
Laboratories, released in litigation, revealed that Sheehan told the microscopist
to change his findings based on Exponent’s justification.* Mark Flovd.
the Forensic Analytical Laboratories microscopist performing the microscope
analysis classified the fibers as anthophyllite in his initial report. Shecchan,
who is not a microscopist, directed Floyd to alter the report and add the quul
ification that “.. .this classification was inconclusive due to the small numbei
counted.”! Air sampling volumes for this study, however, fell well below the
amounts required by the referenced methods; this deviation would be expected
to result in a lower number of asbestos fibers counted relative to the limit ol
detection.®?

In his initial report dated 21 June 2011, Floyd labeled two fibers from Samiple
S3-3-MR as “anthophyllite.” Figure 1 shows the initial report for the fibe
identified in grid opening 19.*

After receiving the above findings, in a 5 September 2011 e-mail from Putrick
Sheehan to Mark Floyd, Sheehan directed Floyd to change his report: “Please
resend with anthophyllite replaced with transition® in the header.™ ¥ loyd com:
plied. The same results for the two fibers in Sample $3--3-MR appcured in (he
revised report dated 28 October 2011, but with the heading chanped
to “transition fiber.” After directing Floyd to remove “anthophyllite™ Irom
the fiber labels and before receiving the second version of the report, Shechian
c-mailed Floyd, “Please provide the tab report and microgiaphs and spectial
composttion for the danthophylite Siber identificd [sic] I vou have any raw Jdiita
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Figure 1. The initial report for the fiber identified in grid opening 19
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sheets for these fibers, I would also like copies of these.””” [Emphasis added]. The
altered report for the fiber in grid opening 19 is shown in Figure 2 (see p. 69 in
Deposition of Mark Floyd. ...

Footnote 3 of Floyd’s revised report to Exponent adopts Patrick Sheehan’s
rationale for reclassifying these fibers, “This classification was inconclusive due
to the small number counted.” In a related e-mail to Floyd, Shechan wrote:’

Below are two proposed alternatives for footnote 3. The current classification

statement 1s not sufficiently clear to me and appears unnecessary. 1 believe that

the final statement may also be misleading as written and may not be necessary.

Are either of the two alternatives acceptable or could they be modified to
" be acceptable?

Anthophyllite (AN) was the only amphibole or serpentine mineral type detected,
and only in some samples. The classification of the anthophyllite fibers as asbestos
is inconclusive due to the small number of fibers found at the specified analytical
sensitivity which is approximately 5 fold below the applicable method detect limit
for atmospheres free of interferences.

Anthophyllite (AN) was the only amphibole or serpentine mineral type detected,
and only in some samples. The classification of the anthophyllite fibers as asbestos
is inconclusive due to the small number of fibers found based on the number of grid
openings that were required for analysis to meet the specified analytical sensitivity
of approximately 0.002 f/cm. [Emphasis added]

After several e-mail exchanges, Mr. Floyd issued a new report which incorpo-
rated not only the revised heading for Sample S3-3-MR (shown above) but also
the bolded sections suggested by Mr. Sheehan (see p. 69 and p. 95 in Deposition
of Mark Flovd...®).* Footnote 3 now read: “Anthophyllite (AN) was the only
regulated asbestos type detected and only in some samples. This classification of
the AN fibers as asbestos is inconclusive due to the small number counted.”
| limphasis added] (see p. 95 in Deposition of Mark Floyd. . .%).

Changing reports was not a standard practice for Floyd. At his deposition, he
testified that his clients suggested language changes less than 1 percent of the
tunc. Floyd stated that, had Sheehan not requested modifications, he would
fiave used the “boilerplate” language from his initial report. Despite the infor-
mation in the revised report, Flovd testified that, by his method, the fibers he
(ound were asbestos.”

Sheehan requested the changes so that the results could be used to support
the Colgate Palmolive tigation defense Sheehan told Floyd:?

Sithjeet SATD nucrosapls
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Thanks for the reply Please remember that we need sufficient quality pictures to
document the transitional nature of these three fibers as this report will be used in
future litigation cases. Let me know 1f you are having trouble finding a scope and
camera setup to use. [Emphasis added]

As demonstrated here, Anderson et al.’s’ explanation for the reclassification of
the anthophyllite fibers was imposed post hoc. Floyd, the mucroscopist who
examined the samples, originally identified the fibers as anthophyllite.
Sheehan, not Floyd, directed both the change in fiber classification and the
rationale for this revision.

Anderson et al.' collected and analyzed airborne samples according to
NIOSH 7400 and 7402 analytical methods.'™ A simple review of both
NIOSH methods reveals that the minimum air sampling volume required to
reach the limit of detection of| the method is 400 L.>* The experimental
design by Anderson et al.' used 48-min sampling with an air volume of 121 to
211 L.! By selecting a smaller sampling volume, the authors failed to follow the
minimum requirements to reach the method’s limit of detection, resulting in
exposure underestimations. Since Floyd’s original reports indicate the presence
of asbestos in the bulk product used for exposure simulation, the smatl samphing
volume selected is the main reason why Anderson et al.! could not detect a
significant number of asbestos fibers.

Finally, Anderson et al.! claim that their paper is an “Assessment of Health
Risk from Historical Use of Cosmetic Talcum Powder.” They did not report that
Floyd had found anthophyllite asbestos in Johnson & Johnson Baby Powder in
2004.'° In addition, Anderson et al.' restrict their analysis to the issue of asbestos
content, ignoring other well-defined and accepted risks of talc-related medical
problems among cosmetic users, like fatal aspiration and talcosis.'’™* Further,
risks should not be isclated from benefits and reasonable alternatives. “Cosmetic
talcs” sold as dusting powders have no demonstrated health benefits. Moreover,
there are safer substitutes that would eliminate both the asphyxiation and cancer
risks. Roll-on talc powders are available for adult use and dustless baby powder is
available for infants.*® Finally, corn starch has been used in cosmetic powders for
decades. It is indisputable that corn starch does not contain asbestos and, if
applied with an applicator. will not result in fatal aspiration.

Authors’ Note

Ihis commentary was originally submitted as a letter to the editor to Risk Analysis.
the journal that published Anderson et al.' The Risk Analysis Editor rejected the letter
pattly because hie did not consider depositions to be a vahd reference source
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Notes

a. The documents referenced in this article were released in litigation and are all in the
public domain. The URL where each document may be accessed is included in the
following references. The documents were obtained from plaintiff’s counsel in Lori
Konopka-Sauer and Richard Konopka vs. Colgate-Palmolive Company, Supreme
Court of the State of New York, County of New York, Case No. 11-190070. The
sole exception is Exhibit PLT-00002-0001, which was obtained from plaintiffs’ counsel
in Gail Lucille Ingham et al. vs. Johnson & Johnson et al., in the Circuit Court of the
City of St. Louis, State of Missouri, Cause No. 1522-CC10417-01.

b. Transition fibers reflect the metamorphic (chemical but not structural) transition
between fibrous anthophuyllite or fibrous tremolite and talc. The entire structure is
fibrous. One end s chemically anthophyllite or tremolite and the other is fibrous talc.
IARC considers fibrous anthophyllite, fibrous tremolite, and fibrous talc to be
carcinogens.*®
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