IN THE CIRCUIT COURT OF
HARRISON COUNTY, WEST VIRGINIA

LENORA PERRINE and other individuals residing in West Virginia,
on benalf of herself and all others similarly situated,

Plaintiffs,

Vs, Case No. 04-C-296-2
(Honorable Thomas A. Bedell)

EL DUPONT DE NEMOURS AND COMPANY,

a Dzlaware corporation doing business in West Virginia,

Defendant.

Plaintitfs’ Response to Proposed CT Scan Rule

On behalf of the Plaintiffs, class counse! is providing this Court with a responss to the
Claims Administrator's proposed CT Rule.' Plaintiffs are concemed.that engrafting a
requirement that participants be symptomatic before & CT scan is allowed would not onty be
medically unhelpful but would also take the testing outside the parameters of a medical
moniforing program A CT scan can be diagnostically and medically necessary without
sympioms as a prerequisite. Indeed, the Settlement MOU had no requirement that symptoms be
prasent.

The only requirements expressed in the Seftlement MOU were that a competent physician
must make the determination that the CT scans were diagnostically and medically necessary

related to the participant’s exposure fo heavy metals in the class arez. Plaintiffs respectfully

"'The Claims Administrator’s proposed CT rules rely upon literature that is inapplicable and which is directed to
whole body CT scans. Whole body CT scans have never been proposed al any stage of this litigation. Further, the
research that is discussed in the Claims Administrator's proposed rules fails to take into account the studies which
have been recently underiaken and which are continuing regarding the efficacy of CT scans to screen for hung,
cancer. Drs. Werntz and McGuire both have taken into account the literature periaining to low dose radiation chast
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request that the need for CT scans be determined by a competent physician, as exemplified by

Drs. Charles Wermtz and Andrea H. McGuire, based upon 2 participant’s exposure, as specified

in the Settlement MOU ?

Summary of Drs, Werntz and McGuires’ Proposed CT Rule

1. Upon entering the medical moniforing program, an eligible participant® will be given the

opportunity to have a baseline CT scan and will be provided with standard CT Scan
release, which will outline fhe risks associated with CT scans.

The need for additional CT scans will be made available to the participant if the
physician finds that the CT scan is diagnostically medically necessary based upon the
participant’s degree of exposure and medical history.

3. Diagnostically medically necessary does not require the presence of symptoms.

Argument
I Under the unambigaous terms of the settlement, the physician-—rather than
the claims administrator—determines when a CT scan is diagnostically
medically necessary,
At 1ssue is the implementation of paragraph 3.c. from the Memorandum of
Understanding.

c. The program shall provide those examinations and tests set forth in the
Court’s Order of February 25, 2008 with the exception that no routine CT scans
be performed as vart of the medical monitoring progran. The Defendant does
agree to provide CT scans that are diagnostically medically necessary as
determined by a competent physician as relevant to possible exposure to the
heavy metal contamination at issue in this litigation,

In & departure from the express language of paragraph 3.c., the Claims Administrator has

identified the following factors that would satisfy medical necessity.

1) Signs and Symptoms, including but not lmit to, paraneoplastic syndromes
£ p P ynar
(production of hormone like symptoms from the tumor cells), unexplained weight
loss, fever, fatigue, pain, persistent coughing or hoarseness, hemoptysis, unusual

? See Exhibit 1, Becember 9, 2010 letter from Dr. Charles Werniz, and Exhibit 2, Report from Dr. Andres H.
MeGuire, August 19, 2011,
*Tobe eligible for a CT scan, the participant must be over 35 and not pregoant,
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bleeding or discharge, dysphagia, porsistent shortness of breath, thickening or
lumps in the body, hyper pigmentation, jaundice, shoulder pain (Pancoast’s
Syndrome), pneumonta, persistent headaches, and or other medical signs and
symptoms which are widely accepted in the medical community as potential
indicators of cancer.

AND/OR

(2) Medical history (including known diagnoses).

The expressed and unambiguous intent of paragraph 3.c. is that the need for CT scans be
driven by exposure and that any decision regarding the need for 8 CT scan be made by a
competent physician.” The Claims Administrator, while attempting to provide some concrete
guidance for the use of CT scans, has aciually proposed a CT rule that is contrary to the express
intent of paragraph 3.c. of the Settlement MOU.

First, the proposed CT rule attempts to dictate to the physician what is diagnostically
medically necessary. The Settiement MOU clearly gives the physician the authority to decide
what is diagnostically medically necessary.

Second, the preposed rule requires the presence of symptoms to satisfy the definition of -
diagnostically medically necessary. Unlike the Claims Administrator’s CT rule, which ties
diagnostically medically necessary to symptoms, the Settlement MOU expressiy ties
diagnostically medically necessary to exposure.

While Plaintiffs disagree with DuPont’s position that CT scans cannot be used for
sereening purposes, Plamtiffs do agree with DuPont’s counsel to the extent thet any attempt by
the attorneys to dictate to compatent physicians when CT scans are diagnostically medically
necessary “is improper and iil-advised and will potentially impact upon the medical decisions
made by such physicians.” Lees’ Memorandum, RE: Proposed Letter to Judge Bedell regarding

CT Scans, September 1, 201 1. Plaintiffs also agree with Mr. Lees on the requirement of signs

“"rwihers the terms of a written instrament are unambiguous, clear and explicit, extrinsic evidence of statements of
any of the parties (o i made conlemporansously with or prior 1o ifs execufion is inadmissible to contradici, add to,
detract from, vary or explain s terms, in the absence of fraud, accident or mistake in #ts procurement.” Kanawha
Banting & Trust Co. v. Gilbert, 131 W. V. 88, 101, 46 S.E.2d 225, 232-33 (19473,
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and symptoms, “I believe is it [sic] a nistake to set out ‘signs and symptoms’ that attempt to give
competent physicians instructions on how to practice medicine. This is nof our role in this
matter, and the language of the settlement was drafted specifically fo keep the lawyers and
adnunistrators out of the business of practicing medicine.” Lees’ Memorandom, RE: Draft CT
Scan Utilization Guidelines, August 29, 2011, Ironically, in the very same Memorandum,
DuPont perpetuates the very problem it seeks to address by asking for a provision in the CT rule
that would require that a participant “most likely has a disease” before a competent physician
could order a CT scan.

II.  Two competent physicians have given opinions on what is meant by
diagnostically medically necessary.

Under the Settlement MOU, the interpretation of diagnostically medically necessary, as
all parties agrec, is 2 determiation for 2 competent physician. Two competent physicians have
provided written opinions regarding the meaning of diagnostically medically necessary in this
context. Dr, Charles Werntz, Associate Professor, West V irginia University Schoo! of Medicine,
who has testified before this Court on numerous occasions, has stated that “diagnostically
medically necessary CT scans for the participants can be estimated purely on the basis of the
expesure, without the need for the participant to be symptomatic.” Dr. Werntz recommended that
an initial CT scan be done for all CT eligible participants. An initial CT scan will “both alow for
identification of current occult disease, and will provide baseline information, to support future
testing of that participant.” See Exhibit 1, Wertnz letter dated Dec. 9, 2010,

The Claims Administrator hired Dr. Andrea H. McGuire, M.D., M.B.A. Dr. McGuire has
a B.5. in chemustry, a Medical Doctorate, an M.B.A., and is board certified in Nuclear Medicine,
to review the CT guidelines for this case. Afrer reviewing the Setflement MOU and numerous
medical articles describing the effectiveness and risks of CT scans, Dr. McGuire concluded that,

“. .. all participants should have & CT scan as part of their surveillance because it is mediecally




hecessary in a high risk population with possible exposure to heavy metal contaminants.” See
i
Exhibit 2, McGuire Report, August 19, 2011,

I The Claims Administrator’s proposed CT Rule undermines the goal of medical
monitoring, which is to detect subclinical diseases,

While CT scans under the Settlement MOU will not be routinely given, as was originally
contemplated in the medical monitoring initially approved by this Court, this does not mean that
CT scans have been removed as a screening tool to detect diseases before they become
symptomatic. The purpose of a medical monitoring program is to detect diseasss that are
subclinical. Paragraph 3.c. does not change this purpose. If symptoms were required to be
eligible for a CT scan, then participants would be eligible for sereening under a private or
governmental sponsored health insurance plan.

Conclusion
The language of the Settlement MQU clearly places the decision making regarding CT

scans n the hands of the physician. The only two physicians who have commented on the

implementation of the CT scans as contemplated in paragraph 3.c. are Drs. Werntz and McGuire,

Both of these physicians have rejected the approach being put forth by the Claims Administrator,

On behalf of the Plaintiffs, we respectfully request that this Court adopt Dr. Werntz’s CT rule:
(1 that all eligible participants be offered a CT scan upon entry into the medical monitoring and
(2) that diagnostically medicaliy necessary CT scans for the participants be based purely on

exposure, without the need for the participant to be symptomatic.
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IN THE CIRCUIT COURT OF
HARRISON COUNTY, WEST VIRGINIA

LENORA PERRINE and other individuals residing in West Virginig,
on behalf of herseif and alj others similarly situated,
Plaingiffs,

V&, Case Mo. (04-C-2956.2
(Honorable Thomas A, Bedel D

E.l. DU PONT DE NEMOURS AND COMPANY,
& Delaware corporation doing; business in West Virginia,

Defendant,
/

CERTIFICATE OF SERVICE
I, Perry Jones, counse! for Plaintiffs, hereby certify that service of Plaintiffs’ Response
to Proposed CT Scan Rule has been made upon counsel of record via U.S. Mail, postage

prepaid, an this 21 day of September, 2011, addressed as follows:

Stephanie D, “hacker Edgar C. Gentle

Allen, Guthric & Thomas, PLLO ¢/o Spelter Val, Fire Diept, Office
500 Lee Stre=: East, Suite 800 55B Sirest

P.O. Box 3394 P.O. Box 257

Charleston, V/V 235333-3394 Spelter, WV 26438

Meredith McCarthy, Esq.
901 W, Main Sireet
Bridgaport, WV 26330
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360 Washington Ave
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IN THE CIRCUIT COURT OF
HARRISON COUNTY, WEST VIRGINIA

LENORA PERRINE and other individuals residing in West Virginia,
on behall of herself and all others similarly sitnated,

Plamtiffs,

vs. Case No. 04-C-296-2
{Honorable Thomas A. Bedel})

E.I DU PONT DE NEMOURS AND COMPANY,
a Delaware corporation doing business in West Virginia,

Defendant.

/

Exhibits to Plaintiffs’ Response to Proposed CT Scan Rule

Exhibit 1 Letter of Dr. Charles Werntz, December 9, 2010

Exhibit 2; Report of Dr. Andrea H. McGuire, August 19, 2011
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IN'THE CIRCUIT COURT OF
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on behalf of herself and all others similarly situated,

Plaintiffs,

V8. Case No. 04-C-296-2
{(Honotable Thomas A, Bedell)

EL DU PFONT DE NEMOIT?S AND COMPANY,
a Delaware corporation doiny; business in West Virginia,

Defendant,
;

CERTIFICATE OF SERVICE,
I, Perry Jones, counse] for Plaintiffs, hereby certify that service of Exhibits to Plaintiffe’
Response to Proposed CT S:an Rule has been made upen counsel of record via 1.8, Mail,

postage prepaid, on this 21% day of September, 2011, addressed as follows:

Stephanie D. Thacker Edgar C, Gentle

Allen, Guthrie & Thomas, PL_C c/o Spelter Vol. Fire Dept. Office
500 Lee Street East, Suite 80¢ 535B Strest

P.0. Box 3394 P.G. Box 257

Charleston, WV 25333-3394 Spelter, WV 26438

Meredith MeCarthy, Esq,
901 W. Main Street

I

Berty B. Jones, WVSB# 9683
terald E. Jones, WVSB# 1920
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August 19, 2011

Perrine Medical Monitoring Plan, Product of the Perrine DuPont
Settiernent

Dear Mr. Gentle,

t am a medical consultant with experience in academics, private
practice and Medical Management. My education includes a RS in
Chemistry, a Medical Doctorate and an MBA. | have additional training

i Nuciear Medicine with Board Certification. | have research

experience with over 30 nublications and a boaok chapter and over 10
years of experience in reviewing medical claims for medical

appropriateness based on medical literature.

fhave been asked to review the CT Scan Utllization Guidelines dated
Movember 1, 2011, There are also several Exhibits that are referenced

that | have reviewed inciuding:



Exthibit 1-CT Scan Utilization Protocols

o Exhibit 2-Ciass Area Map

o Exhibit 3-Paragraph C page 2, of Memorandum of

Understanding
o Exhibit A-Publication of USFDA
o3 Exhibit B-ACR Practice Guidelines
o bxhibit C-American College of Radiciogy September 2002

Statement on C7 Screening Exams

e

In my review, | note many inconsistencies related to the information

The first referenced publication under background in the Utilization
guidelines is the Publication of the USFDA. First, this publication relates
te Whole Body CT scanning i 3 normat population. it is my
understanding that we are addressing Chest CT Scanning in nigh risk
populations and not whole body scanning in normal populations

therefore this article is not appiicable. It aiso is dated March 2003-



especially the recent New England journal articie published August 4,

2017 titled, "Reducing Lung-Cancer Mortality with Low-Dose Comi puted
Tomography Screening”. Additionally, the article does reference, “that

(“’)

T screening of high-risk individuals for specific diseases such as lung
cancer or colon cancer is currently being studied, but results are not yet
The study they are referencing is the National Lung
screening Trial (NLST). The data from this study is what the New
Engiand Journal article is based on. Therefore, it is my opinion that this
reference has no standing because it is addressing 2 different modality
fwhole body CT scanning versus specific areas), is outdated and even

‘eferences that studies are coming in the future that are now available.

The next reference is to Exhibit B-the ACR Practice guideline.

adult chest radiography which is a3 Chest x-ray. ! understood the mat

L

we were discussing is CT scanning in nigh individuais and therefore



an article on Chest x-rays wouid be a compietely different modality and

certainiy not applicable to this guestion. The practice guideline is out

of date with the most recent medical literaturs cited in 2005 and the
suideline revised in 2006, The other practic celine in the exhibit
was ACR practice guideline for performing FDG-PET/CT in Oncology. An

FDG PET/CT utilizes positron emission tomography to assess metabolic
activity in different tumaors using flourodeoxygiucose, a radioactive

in PET/CT refers 1o the anatomic registration portion of

the metabolic study and again is a2 compietely different modality than

CT scanning in high-risk lung cancers. These guidelines are dated 2007

and are therefore dated in this continually evolving field.

scan guidelines that are guoteo | believe are taken from the
chest radiography practice guidelines and therefore are not applicable
to another modality and neither is the reference fo the American

Radiology Board of Chancellors issued statement since it is



symptoms or a Tamily history sugeesting disease and we are addressing
a different modality CT Scanning of the chest in patients with & high risk

I

of cancer related to their exnosure to the heavy metal contamination at

issue in this litigation,

[
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he guidelines that are listed {il. Guidelines, Page
hased on these references that | have discussed above and therefore to
base the guidelines on references about different tests than the one we

are interested in and with medical references that are very out dated ic

not appropriate.

it is by opinion that according fo the paragraph ¢, page 2 of the
Memorandum of Understanding that was included as exhibit 3, CT
scans should be provided as diagnostically medically necessary because

of the high risk of the possible exposure 1o the heavy metal

o tL ot y i
contamination at issue in this litigation. | basa this on the August 4
7011 article from the New Engiand Journal “Reduced Lung-Cancer

Mortality with Low-Dose Computed Taomograghic Screening” based on



the National Lung Screening Trial INLST). This articie relates cirectly to
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tory of smoking) to your
patients with heavy metal exposure as noted in Exhibit 2-Class Area
Maps. The mortality in these similar at risk individuals was 20% less if
they had CT scans than if just chest x-ray surveiliance. This article is up

4

to date and particularly on point to this situation. It is my opinion that
because of this study all participants should have a CT Scan as part of

their surveillance because it is medically necessary in a high risk

nopuization with possible exposure to heavy metal contaminants.
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Andreg H McGuire, MiD, MBA



