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Chatfield as Personal Representative of Graham v. Whittaker Clark & Daniels, 

Inc. and Avon Products, Inc., et al; Case No. 21CV40522

• State: Oregon

• Jurisdiction: 4th Judicial District/Multnomah County

• Verdict date: February 15, 2023

• Plt Atty: DOBS; Law Office of Jeffrey S. Mutnick

• Def Atty: Rizzo Bosworth; Wilcox Savage

• Product(s): J&J baby powder, Avon’s Skin So Soft; Avon talcum products, 

Colgate’s Cashmere Bouquet

• Ms. Graham was 90 years old

• Award: $18,431,000/ Whittaker Clark & Daniels 90% at fault; Avon and 

Colgate each 5% at fault

John H. Peckham and Kathleen M. Peckham v. American Optical Corporation;, et 

al.: CV-19-6088003 S

• State: Connecticut

• Jurisdiction: Fairfield Judicial District, Superior Court/Bridgeport County

• Verdict date: March 9, 2023

• Plt Atty: Waters, Krause & Paul; ELSM, LLC

• Def Atty: Landman Corsi Ballaine & Ford, P.C.; DeHay & Elliston, LLP; 

Cetrulo LLP; Cosmich; Simmons & Brown, PLLC

• Product(s): Industrial talc; DAP "33" glaze. Vanderbilt Minerals supplied the 

talc that was used in the glaze.

• Award: $15,000,000.00/ Vanderbilt Minerals & DAP 

Anthony Hernandez Valadez v. Johnson & Johnson, et al. ; Case No.: 22CV012759

• State: California

• Jurisdiction: Superior Court/Alameda County

• Verdict date: July 18, 2023

• Plt Atty: Kazan, McClain; Satterley & Greenwood

• Def Atty: King & Spaulding

• Product(s): J&J talcum powder products

• Award: $18,800,000.00 / J&J only, November 2023, the parties reached a 

confidential settlement, effectively halting J&J’s appeal of the jury’s decision.

Jackson v. A.W. Chesterton Co; 19L9793

• State: Illinois

• Jurisdiction: Circuit Court of Cook County/Law Division

• Verdict date: December 21, 2023

• Plt Atty: Cooney & Conway; DOBS

• Def Atty: N/A

• Product(s): Industrial talc used at workplace to keep tires and 

rubber components from sticking together; take-home exposure

• Award: $30,000,000.00
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Kyung H. Lee, et al v. Bi-Mart Corp., et al; Case No.: 23-CV-40369

• State: Oregon

• Jurisdiction: Oregon Circuit Court, Fourth Judicial District/ Multnomah 

County

• Verdict date: June 3, 2024

• Plt Atty: DOBS; Law Office of Devin Robinson

• Def Atty: Schwabe, Williamson & Wyatt PC

• Product(s): various talc products

• Award: $260,000,000; $60,000,000 in compensatory and $200,000,000 in 

punitive for a total of $260,000,000.

$260M

$50M

$10M

Ronald Cardillo v. Chanel, Inc, et al; 190199/2020

• State: New York

• Jurisdiction: New York Supreme Court/New York County

• Verdict date: February 15, 2024

• Plt Atty: Simmons Hanly Conroy

• Def Atty: Lathrop GPM LLP

• Product(s): Clubman-brand consumer talc was made from 

pharmaceutical-grade talc sourced from a Montana mine (used by 

barbers and hairdressers)

• Award: Defense verdict

Philippe Matthey, et al v. Johnson & Johnson; 2018CA04809

• State: Florida

• Jurisdiction: Florida Circuit Court, 12th Judicial Circuit/Sarasota 

County

• Verdict date: April 18, 2024

• Plt Atty: Motley Rice, LLC; Beasley Allen Law Firm

• Def Atty: King & Spalding, LLC

• Product(s): use of J&J talcum powder production

• Award: Defense verdict

Stephanie Salcedo, et al v. Cyprus Amax Minerals Company, et al; 

2020L004505

• State: Illinois

• Jurisdiction: Circuit Court of Cook County/Law Division

• Verdict date: April 19, 2024

• Plt Atty: DOBS; Vogelzang Law

• Def Atty: Butler Snow

• Product(s): J&J talcum powder

• Award: $45,000,000/ On December 2, 2024, J&J requested 

preparation of the appellate record, which was completed and 

officially filed on March 17, 2025, signaling that the appeal is now 

proceeding in the appellate court

Michael Perry, et al. v. American International Industries, et al.

• State: South Carolina

• Jurisdiction: Court of Common Pleas/Richland County

• Verdict date: August 15, 2024

• Plt Atty: DOBS; Kassel McVey

• Def Atty: Butler Snow LLP; Fox Rothschild LLP

• Product(s): J&J baby powder; American Int’l grooming powder 

and numerous other powders. 

• Award: $33,656,250/ J&J and American International Industries

Bryce Zundel, et al v. Amerilure, Inc, et al; 2281CV02145

• State: Massachusetts

• Jurisdiction: Massachusetts Superior Court /Suffolk County

• Verdict date: September 13, 2024

• Plt Atty: Meirowitz & Wasserberg; The Lanier Law Firm; Duffy 

Law LLC

• Def Atty: Husch Blackwell LLP

• Product(s): Medical talc for pleurodesis.

• Award: $39,081,142/Cimbar Performance Minerals

Evan Plotkin and Martha Plotkin v. Johnson & Johnson,; FBT-CV21-

6109520

• State: Connecticut

• Jurisdiction: Superior Court/Fairfield County

• Verdict date: October 15, 2024

• Plt Atty: DOBS; Early, Lucarelli, Sweeney & Meisenkothen, 

LLC

• Def Atty: Shook, Hardy, Bacon, LLP/ Wiggin & Dana

• Product(s): Johnson & Johnson baby powder/talcum powder 

personally and used art and craft supplies that contained talc

• Award: $15,000,000.00/ Johnson & Johnson 5 entities 
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Cipriano Ramirez and Maria Ramirez, et al v. Avon Products, et al; 

2023L004386

• State: Illinois

• Jurisdiction: Circuit Court of Cook County/Law Division

• Verdict date: July 26, 2024

• Plt Atty: Simmons, Hanly, Conroy, LLP

• Def Atty: Chehardy Sherman Williams

• Product(s): Industrial, exposed to asbestos-contaminated tac while 

working at Avon. 

• Award: $24,460,000 million/Avon

Kathryn Barone, Executrix of The Estate of Nicholas Barone v. R.T. 

Vanderbilt Holding Company, Inc., et al; FBT-CV22-6116587-S

• State: Connecticut

• Jurisdiction: Superior Court (Fairfield) /Bridgeport County

• Verdict date: May 16, 2024

• Plt Atty: Early, Lucarelli, Sweeney & Meisenkothen, LLC

• Def Atty: Cetrulo, LLP

• Product(s): Vanderbilt Minerals, industrial phenolic resin talc 

Award: $15,000,000/ Vanderbilt Minerals
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Michaeleen P. Lee v. Acme Markets, Inc, et al; GD 23-008055

• State: Pennsylvania

• Jurisdiction: Court of Common Pleas of Allegheny 

County

• Verdict date: January 6, 2025

• Plt Atty: DOBS 

• Def Atty: Kelley Jasons McGowan Spinelli Hanna & 

Reber LLP

• Product(s): talc products

• Award: Defense verdict

Sarah J. Plant, et al v. Avon Products, Inc. et al. 

• State: South Carolina

• Jurisdiction: Court of Common Pleas/Richland County

• Verdict date: March 3, 2025

• Plt Atty: Kassel McVey; DOBS 

• Def Atty: Lathrop GPM; Fox Rothschild LLP; Womble Bond 

Dickinson LLP

• Product(s): Talc/ Covergirl, facial powder, body powder and 

makeup 

• Award: $29,139,692.00/WCD

Denise Cook v. Avon Products, Inc.; CACE24003818

• State: Florida

• Jurisdiction: Florida Circuit Court, 17th Judicial Circuit/Broward County

• Verdict date: March 14, 2025

• Plt Atty: Ryan Sweet, Kelsey Early, Maune Raichle

• Def Atty: Edward Slaughter and Haley Hanson; Gordon Rees

• Product(s): use of J&J talcum powder products 

• Award: $18,000,000; J&J 12% ($1,900,000)
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Maune Raichle v. Vanderbilt

• State: California

• Jurisdiction: Los Angeles

• Verdict date: March 21, 2025

• Plt Atty: Maune Raichle

• Def Atty: N/A

• Product(s): Commercial talc used in Paco joint compound

• Award: $3,500,000; Vanderbilt 12.5%
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c

Henderson v. J&J

• State: N/A

• Jurisdiction: N/A

• Verdict date: May 7, 2025

• Plt Atty: DOBS

• Def Atty: Mel Bailey

• Product(s): mixed use case

• Award: $3,000,000

John Doomey v. J&J

• State: California

• Jurisdiction: Los Angeles

• Judge: Honorable Roger T. Ito

• Verdict date: April 21, 2025

• Plt Atty: DOBS

• Def Atty: King & Spaulding LLP

• Product(s): mixed use case

• Award: Defense verdict

Cosmeti
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• PLAINTIFFS’ VERDICT - $260,000,000
• Punitive Damages - $200,000,000
• Noneconomic Damages - $60,000,000

• Oregon (Multnomah County) 

• Honorable Katharine von Ter Stegge

• Kyung H. Lee (Liv) – 50 y/o

• Plaintiffs’ Counsel – DOBS and Devin Robinson

• Defense Counsel – Schwabe, Williamson & Wyatt

• Status – Verdict Thrown Out; Plaintiff Appealed

KYUNG H. LEE vs. JOHNSON & JOHNSON
JUNE 3, 2024



KYUNG H. LEE vs. JOHNSON & JOHNSON
JUNE 3, 2024



KYUNG H. LEE vs. JOHNSON & JOHNSON
JUNE 3, 2024



CIPRIANO RAMIERZ vs. AVON PRODUCTS
July 26, 2024

• Plaintiffs’ Verdict – $24.4 Million

• Illinois (Circuit Court of Cook County)

• Judge – Honorable Clare Elizabeth McWilliams

• Cipriano Ramirez (Living)

• Plaintiffs’ Counsel – Simmons Hanley Conroy

• Defense Counsel – Foley Mansfield



MICHAEL PERRY vs. JOHNSON & JOHNSON and A-I-I
August 15, 2024

• Plaintiffs’ Verdict – $63,000,000+
• Economic Loss (past & future) – $3,800,000

• Other Damages (past & future) – $19,237,500

• Loss of Consortium (past & future) – $9,618,750

• Punitive Damages – J&J ($30,000,000) and AII ($760,000)

• South Carolina (Richland County)

• Judge – Honorable Jean Hoefer Total

• Michael Perry (Liv) – 53 y/o

• Plaintiffs’ Counsel – DOBS and Kassell McVey

• Defense Counsel – Fox Rothchild LLP & Nelson Mullins

• Status – Defendants’ Appeal Pending



MICHAEL PERRY vs. JOHNSON & JOHNSON and A-I-I
August 15, 2024



MICHAEL PERRY vs. JOHNSON & JOHNSON and A-I-I
August 15, 2024



EVAN PLOTKIN vs. JOHNSON & JOHNSON
October 15, 2024

• Plaintiffs’ Verdict – $15,000,000

• Connecticut (Fairfield at Bridgeport)

• Judge – Honorable Barbara N. Bellis

• Evan Plotkin (Liv) – 67 y/o

• Plaintiffs’ Counsel – DOBS and Early Lucarelli

• Defense Counsel – Shook Hardy & Bacon



EVAN PLOTKIN vs. JOHNSON & JOHNSON
October 15, 2024



EVAN PLOTKIN vs. JOHNSON & JOHNSON
October 15, 2024



• DEFENSE VERDICT – Johnson & Johnson

• Pennsylvania (Allegheny County) – 1/4/2025

• Judge – Honorable  Phillip J. Ignelzi

• Michaeleen Lee (Dec) – 70 y/o

• Plaintiffs’ Counsel – DOBS

• Defense Counsel – Kelley Jasons McGowan

E/O MICHAELEEN LEE vs. JOHNSON & JOHNSON
January 4, 2025



VERDICT 

SHEETS

E/O MICHAELEEN LEE vs. JOHNSON & JOHNSON
January 4, 2025



E/O MICHAELEEN LEE vs. JOHNSON & JOHNSON
January 4, 2025



JOHN DOOMEY vs. JOHNSON & JOHNSON
APRIL 21, 2025

• DEFENSE VERDICT – Johnson & Johnson

• California (Los Angeles County)

• Judge – Honorable Roger T. Ito

• John Doomey (Living)

• Plaintiffs’ Counsel – DOBS

• Defense Counsel – King & Spalding LLP



JOHN DOOMEY VS. JOHNSON & JOHNSON
APRIL 21, 2025

Verdict 

Sheets



JEANNINE HENDERSON vs. JOHNSON & JOHNSON
May 7, 2025

o Plaintiffs’ Verdict – $3,000,000

o Louisiana (Parish of New Orleans)

o Judge – Honorable Kern A. Reese

o Jeannine Henderson (Liv) – 72 y/o

o Plaintiffs’ Counsel – DOBS

o Defense Counsel – King & Spaulding LLP



JEANNINE HENDERSON vs. JOHNSON & JOHNSON
May 7, 2025



JEANNINE HENDERSON vs. JOHNSON & JOHNSON
May 7, 2025



JEANNINE HENDERSON vs. JOHNSON & JOHNSON
May 7, 2025



JEANNINE HENDERSON vs. JOHNSON & JOHNSON
May 7, 2025



NEW JERSEY TALC 
LITIGATION: 

BACKGROUND AND 
DEVELOPMENTS 

Leslie Lombardy, Esq., Partner
O’Toole Scrivo, LLC

May 20, 2025



TOPICS:
1) New Jersey Product Liability Act & Its Application to Cosmetic Talc Cases

2) Cosmetic Talc Cases vs. Traditional Asbestos Cases

3) What is a 104 Hearing?

4) Clark 104 Hearings and the Pending Motions 

5) Judge Viscomi’s Interesting Decisions: Design Defect Proofs at Summary Judgment

6) Judge Viscomi’s Interesting Decisions: Application of Retailer Immunity 



NEW JERSEY PRODUCT LIABILITY ACT & ITS 
APPLICATION TO COSMETIC TALC CASES: 

• N.J.S.A. 2A:58C-1 defines a product liability action as “any claim or action brought by a claimant for harm caused by a 
product, irrespective of the theory underlying the claim, except actions for harm caused by breach of an express warranty.” 

• On June 30, 2015, Judge Ana C. Viscomi entered her decision in Fishbain, MID-L-5633-13AS, finding that the New Jersey 
Product Liability Act applied to actions involving personal use products allegedly containing asbestos. 

• In In re Accutane II, 235 N.J. 229 (2018), the New Jersey Supreme Court explained that a choice of law analysis for each 
plaintiff in a consolidation case would eliminate judicial efficiency and applied the New Jersey Products Liability Act 
(“NJPLA”) to 532 cases (including cases with plaintiffs from forty-four other jurisdictions).

 
• In 2019, at a hearing on motion to deconsolidate, Judge Viscomi relied on the NJ Supreme Court’s decision in In Re 

Accutane II and announced her intent to apply the NJPLA to all cosmetic talc cases.  Judge Viscomi indicated that a blanket 
application of the NJPLA to all cosmetic talc cases would eliminate the “arduous” task of determining whether the laws of 
another jurisdiction apply. 

• Since 2019, Judge Viscomi has consistently applied the NJPLA to cosmetic talc cases. 



COSMETIC TALC CASES vs. TRADITIONAL 
ASBESTOS CASES

COSMETIC TALC CASES TRADITIONAL 
ASBESTOS CASES

• Concern harm caused by 
products intended for personal 
consumption or use (e.g. 
makeup and body powder)

• Concern harm caused by 
exposure to toxic chemicals or 
substances (e.g. industrial talc)

• NJPLA Applies- No Common 
Law Claims Permitted

• Common Law Claims Permitted

• Joint and Several Liability • Environmental Tort Exception



WHAT IS A RULE 104 
HEARING?

• Under N.J.R.E. 104(a), the court shall decide any preliminary question 
about whether a witness is qualified, a privilege exists, or evidence is 
admissible. In so deciding, the court is not bound by evidence rules, except 
those on privilege and Rule 403.

• Rule 104 hearings can be ordered by a motion in limine or can be ordered 
sua sponte.

• Historically, New Jersey trial courts have utilized the Landrigan standard to 
determine the admissibility of an expert’s testimony. Presently, the courts 
also use the Daubert standard which was adopted in In Re Accutane 
Litigation, 234 N.J. 340 (2018) to determine the reliability and admissibility of 
expert testimony. 



CLARK 104 HEARINGS 
AND THE PENDING 
MOTIONS:

Judge Ana C. Viscomi held a series of Rule 104 hearings in Clark, MID-L-3809-18AS over the 
course of 2024 and heard closing arguments on the hearings on January 21, 2025.

There are eight pending 104 motions before Judge Viscomi:
1. Defendants’ Motion to Exclude Dr. Longo’s Tissue Digestion Testimony;
2. Defendants’ Motion to Exclude Drs. Longo/Compton Amphibole Opinions;
3. Defendants’ Motion to Exclude Dr. Bailey’s Testimony Re: Geology;
4. Defendants’ Motion to Exclude Dr. Madigan’s Testimony;
5. Defendants’ Motion to Exclude Dr. Brody’s Testimony Re: Non-asbestiform Cleavage 

Fragments and Johnson’s Baby Powder Lot 228P;
6. Defendants’ Motion to Exclude Dr. Haber’s Testimony Re: Non-asbestiform Cleavage 

Fragments;
7. Plaintiff’s Motion Exclude Dr. Roggli’s Testimony; and
8. Plaintiff’s Motion to Exclude Dr. Sanchez.



JUDGE VISCOMI’S INTERESTING 
DECISIONS: DESIGN DEFECT PROOFS AT 
SUMMARY JUDGEMENT

The trial court recently issued a tentative 
decision partially granting defendant’s summary 
judgment motions as to plaintiffs’ design defect 
claim because the plaintiffs did not offer 
competent expert opinion to support the claim.  
Specifically, plaintiffs’ expert, Dr. Moline, was not 
competent to testify as to whether there were 
any feasible alternative designs for a powder 
product, and her opinion on that issue would be 
a net opinion.  



JUDGE VISCOMI’S INTERESTING 
DECISIONS: APPLICATION OF RETAILER 
IMMUNITY
• On May 23, 2024, Judge Viscomi denied Plaintiff’s motion for reconsideration of the Court’s 

April 28, 2023, Order granting Defendant retailer’s summary judgment motion based on the 
N.J. PLA’s retailer immunity provision (N.J.S.A. 2A:58C-9) in the Sanden, MID-L-7932-20AS 
matter.

• N.J.S.A. 2A:58:C-9(d)(2) provides that a product seller, shall be liable if: “[t]he product seller 
knew or should have known of the defect in the product which caused the injury, death or 
damage or the plaintiff can affirmatively demonstrate that the product seller was in 
possession of facts from which a reasonable person would conclude that the product seller 
had or should have had knowledge of the alleged defect in the product which caused the 
injury, death or damage.”

•  The Court found, based on the record, the Defendant retailer satisfied its burden 
demonstrating no genuine issue of material fact. The Court held that Plaintiff failed to 
“affirmatively” demonstrate that the Defendant retailer was in possession of facts from 
which a reasonable person could conclude it had or should have had knowledge of the 
alleged defects.



Bryce and 
Diane Zundel

v.
CIMBAR 

PERFORMANCE 
MINERALS 
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PROCEDURE



2014 TALC PLEURODESIS

TALC PLEURODESIS – 

LEFT CHEST CAVITY



10 grams of Cimbar talc was used 17



Dr. Thorne- talc pleurodesis



Dr. Thorne- talc pleurodesis



LEFT SIDE MALIGNANT PLEURAL 

MESOTHELIOMA



LEFT SIDE MALIGNANT PLEURAL 

MESOTHELIOMA

30



Image result for RED HERRING

LATENCY-inhalation
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Zundel is First Case
Image result for RED HERRING
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MEDICAL CAUSATION- SUBSTANTIAL 

CONTRIBUTING FACTOR AND LATENCY











Dr. Thorne



Dr. Thorne



Dr. Patel



Dr. Patel





TALC WITH ASBESTOS IS 
CARCINOGENIC AND CAUSES 

MESOTHELIOMA 



IARC 1987
IARC 2012



CIMBAR



NOT EVEN A SPECK
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USP 

PHARMACEUTICAL 

GRADE TALC



CTFA J4-1 IS 

NEITHER 

“ACCURATE” OR 

“RELIABLE” 

WHAT METHOD DID CIMBAR AND THE TALC INDUSTRY CHOOSE?

“CTFA J4-1”



USP IS WORSE- NOT

“ACCURATE” OR 

“RELIABLE” 

WHAT METHOD DID CIMBAR AND THE TALC INDUSTRY CHOOSE?

“JULIE PIER EMAIL



Testing Methods and 
Limit of Detecting

70



X-Ray 
Diffraction

71
Sensitivity 0.5%



Infrared 
Spectroscopy
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Limit of 
Detection

73



Cimbar relied on tests designed 

so the talc couldn’t fail.





TONS OF TALC but
HOW MUCH DID THEY 
ACTUALLY LOOK AT ?
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6 million pounds

2,721,554,220 grams

Thimble = 1 gram

.0000000005
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Longo and Segrave

8

1
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Chinese Talc Testing



Chinese Talc Testing



Chinese Talc Testing



Chinese Talc Testing 2



Chinese Talc Testing 3





PLM of Chinese Talc



Tremolite In Chinese Talc



Segrave – can’t say its asbestos

1. Found asbestos once and claims its from laboratory contamination with 

no basis

2. FDA/Saldivar (JnJ testing expert) tested JnJ talc from Guangxi, China 

and found chrysotile. JnJ recalled the lot. Segrave tests same lot and 

didn’t find asbestos.

3. Segrave tests 11 sample. Finds asbestos in 1 of 11 first time. Tests again 

and finds asbestos in 3 of 11.  SOMETHING IS WRONG

4. Segrave tests talc sample spiked with asbestos --- finds NO ASBESTOS 

in sample spiked with asbestos

1

0



THE DEFENSE



Cimbar Arguments
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1.SPONTANEOUS

2. PHANTOM        

    AMPHIBOLE 

    EXPOSURE



OUTSIDE THE 

COURTROOM 

NO ONE CARES 

WHAT HIS 

OPINIONS ON 

CAUSATION 

MAY BE



NO METHODOLOGY

NO PUBLICATIONS

NO EXPERIENCE

NO RATIONAL BASIS



ENDRES ISLAND



DOUBT IS HIS PURPOSE

NO BACKGROUND

NO SUPPORT

NO METHODOLOGY













AMPHIBOLES





Dodson TESTING – LIBBY Amphibole



OFFERS NO EXPLANATION FOR WHAT 

INCREASED MR. ZUNDEL’S RISK OF 

MESOTHELIOMA

LUCKIEST EXPERT EVER --- THE ASBESTOS 

CLIENT’S THAT HIRE HIM …. THEIR 

ASBESTOS NEVER INCREASES ANYONE’S 

RISK OF MESOTHELIOMA











Talc 

Pleurodesis 

Literature 

Review



2000



2000



2001



Roggli/Ghio- 2001



2006









David Madigan, PhD





Dr. David Madigan
• Education:  PhD in Statistics from Trinity College, Dublin (1990)

• Current Employment: Provost and Professor of Statistics - Northeastern University, MA

• Prior Appointments:

• Executive VP and Dean of Faculty of Arts and Sciences - Columbia University (2013-2018)

• Chair of Dept. of Statistics - Columbia University (2007-2013)

• Professor of Statistics and Biostatistics - Rutgers University (2001-2007) 

• Director of Institute of Biostatistics - Rutgers University (2003-2004)

• Professor of Statistics - U of Wash, Fred Hutchison Cancer Research Center (1995-1999)

• Elected Honors:

• Member of International Statistics Institute

• Elected Fellow of American Association for the Advancement of Science

• Publications & Participation in Peer Review Process 

• Over 180 Peer Reviewed/Refereed  Publications

• Over 40 Epidemiological Publications    

• Associate Editor - Harvard Data Science Review 

• Editor in Chief, Statistical Science (2008-2010)

• Editor in Chief, Statistical Analysis and Data Mining (2013-2015) 

• Member of FDA Advisory Committee on Drug Safety and Risk Management (2011-2014)



Dr. David Madigan
•Publications & Participation in Peer Review Process 

•Over 180 Peer Reviewed/Refereed Publications

•Over 40 Epidemiological Publications    

•Associate Editor - Harvard Data Science Review 

•Editor in Chief, Statistical Science (2008-2010)

•Editor in Chief, Statistical Analysis and Data Mining (2013-
2015) 

•Member of FDA Advisory Committee on Drug Safety and 
Risk Management (2011-2014)



Question
I was 

asked to 
address:

• I was asked to address the 
following question: What is the 
statistical power of the extant 
long-term studies concerning the 
potential association between 
talc pleurodesis and 
mesothelioma?



“POWER”

Power refers to the ability of a study to detect an 
effect when one is truly present.

Power is a function of both the size of the effect 
one seeks to detect, the number of patients 
enrolled in the study, and the length of follow-up.



My methodology in this case followed established, 

unassailable epidemiological

and biostatistical principles.



Standard statistical formulas exists to perform these calculations

The formulas use the binomial and hypergeometric distributions and can be 

found in many textbooks



Patients that underwent talc pleurodesis

HOW I SEARCHED FOR 

RELEVANT STUDIES THAT I 

CONSIDERED



Patients that underwent talc pleurodesis





Patients that underwent talc pleurodesis

I EXCLUDED MALIGNANT 

PLEURAL EFFUSION PATIENTS



Patients that underwent talc pleurodesis

WHY?
As noted by Lumachi et al., “Malignant pleural effusion (MPE) is common in most patients 

with advanced cancer, especially in those with lung cancer, metastatic breast carcinoma and 

lymphoma.”1 In fact, Lumachi et al. noted that the overall survival of these patients with 

advanced cancer was 11.2 ± 8.9 months and that “the prognosis for patients’ with MPE is 

usually poor, ranging between 3 and 12 months…” Therefore, like MPE patients with 

malignant mesothelioma,

MPE patients with other advanced cancers have very short life expectancies and, 

therefore, were properly excluded from my analysis.



MY CONCLUSIONS

The talc pleurodesis studies individually and collectively lack 

statistical power. Statistical power is the probability of  

finding a statistically significant difference between exposed 

and control subjects when one truly exists. 

Collectively, these studies include 1577 talc pleurodesis 

patients with  approximately 15,000 patient years of  follow-up 

(see Appendix 2).







MY CONCLUSIONS

Several authors have estimated a background rate of  1-2

cases per 1,000,000 person years.1 Teta et al. utilized SEER 

data through 2002 to estimate a background rate. I 

extended their analysis through 2016 producing an

estimated “hypothetical background” rate of  2.1 per 

1,000,000. Using this rate, these studies have a 

statistical power of  7% to detect a doubling and 10% 

to detect a quadrupling.



MY CONCLUSIONS

Even using a more conservative background 

rate of  2 per 100,000 (the overall SEER rate 

including exposed and unexposed individuals), 

these studies have a statistical power of  12% 

to detect a doubling and 29% to detect a 

quadrupling.



MY CONCLUSIONS

WHAT IF YOU INCLUDED MPE PATIENTS?

Even if one were to consider a hypothetical scenario that includes studies with four times as many (10,000) patients, 

there is only a slight impact on power.



MY CONCLUSIONS

In no instance does the power approach the 

80% level that is commonly used when 

designing studies



MY CONCLUSIONS

Thus, the talc pleurodesis studies would almost 

certainly not be able to find a substantial difference 

in mesothelioma rates between “exposed” and 

“unexposed” subjects, if  one existed. 

These studies provide no meaningful scientific 

evidence with regards to mesothelioma.
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