PERRINE DUPONT SETTLEMENT CLAIMS OFFICE
ATTN: EDGAR C. GENTLE, CLAIMS ADMINISTRATOR
C/O SPELTER VOLUNTEER FIRE DEPARTMENT OFFICE
55 B Street
P. 0. BOX 257
Spelter, West Virginia 26438
(304) 622-7443
(800) 345-0837
www.perrinedupont.com
perrinedupont@gtandsiaw.com

September 1, 2011

VIA HAND DELIVERY

The Honorable Thomas A. Bedell
Cireutt Judge of Harrison County
301 West Main Street, Room 321
Clarksburg, West Virginia 26301

Re:

Perrine, et al, v. BuPont, et al.; Civil Action No. 04-C-256-2 (Cireuit Court of
Harrison County, West Virginia) - (i) Claims Administrator’s Preliminary CT
Rule and Preliminary Medical Monitering Budget Filing for Briefing by the
Parties, as Contemplated in August 24, 2011 Claims Administrator’s
Supplemental Report to the Court and as Ordered By the Court on August 31,
2011; and (i) Suggested Procedures for Reqguested Medical Monitoring
Implementation Hearing; Our File No. 4609-1 iR}, 4605-1 {NN} and 4609-1

(GG-1)

Dear Judge Bedell:

Your Claims Administrator submits the following, after considering the very helpful input

of the Finance Committee and the Guardian Ad Litem for children:

ENCLOSED SUBMISSION AND SUGGESTED BRIEFING SCHEDULE

X

In accordance with the Claims Administrator’s Supplementa) Report and propased Order
filed with the Court on August 24, 2011, and as ordered by the Court on August 31, 2011, we file

herewith:
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(a) Attachment I: Your Claims Administrator’s preliminary proposed guidelines for the
attending physician to consider in determining whether to diagnose aCT Scan for CT
Scan eligible Medical Monitoring participating claimants (the “Preliminary CT
Rule”), as contemplated in paragraph (c) of page two of the Parties” November 19,
2011 Settlement Memorandum of Understanding (the “MOU”). The Preliminary CT
Rule talees into consideration and references DuPont’s comments respecting a CT
Rule that we received on August 29, 2011 and September 1, 2011," and related
discussions with DuPont attorney James B. Lees, Jr., Esq., and a written critique by
Dr. Andrea H. McGuire, with the referenced documents being in Exhibit A to the
Preliminary CT Rule submitted herewith; and

(b}  AttachmentIl: A revised post-implementation date Pretiminary Budget with respect
to the Perrine DuPont Medical Monitoring Qualified Settlement (the *“Medical
Monitoring Fund”), for expenditures from November 1, 2011 through August 31,
2011 and totaling $4.509.348.55 (the “Preliminary Budget™). Thisisarevision to the
Preliminary Budget filed with the Court on August 19, 2011, and, to the extent
practicable, tries to accommodate the August 19, 2011, Budget Objection of DuPont
(the “DuPont Objection™), and aiso takes into account our updated current projection
that there will be 3,500 Medical Monitoring participating Claimants instead of the
3,000 we projected at August 19,2011, due to the very large registration turn-out the
last two weeks of August, with the registration deadline being August 31, 2011, As
of midnight last night, we had received approximately 6,500 Registration Forms,
with, as the Court knows, Claimants being able to select the Medical Monitoring
Program or decline it, and with not all forms to be ultimately accepted. A materially
accurate estimate of the number of Medical Monitoring pariicipating Claimants
should be provided with and be the basis for the October 10, 2011, Pre-Hearing
Submission described below.

This number is computed as follows (as further discussed below):

L. Column C of Budget in Attachment I (Medical Monitoring
Implementation Budget without Incremental CT Scan Costs) $2.407.835.93

!\)

Column D of Budget in Attachment I {Incremental CT
Scan Costs) _ $2.128.037.19

"Today, DuPont, for the first time, has also provided a draft Claimant CT Scan Consent and Physician Diagnosis
form. We are not asking for Court consideration of such a form at this time but will try to design a form in coliaboration
with the Finance Committee, and we will report to the Court when this process is completad.
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3. Less Bridge Funding (uliimate payment by new DuPont
contribution or old DuPont coniribution to be determined
by the Court) (§ 26.52457)
DUPONT NEW CONTRIBUTION DUE BY OCTOBER 31, 2011 $4.509.348.55

(RECOMMENDATION BY CLAIMS ADMINISTRATOR TO BE
FINALIZED OCTOBER 10, 2011 AND PRIOR TO HEARING)

We understand that DuPont may suggest that it directly fund the CT Scan component of the
Medical Monitoring Program, as opposed to the Medical Monitoring Fund providing the funding.
See September 1, 2011, Memotrandum of Mr. Lees in Exhibit A to Attachment [. Note that DuPont
in the Memo apparently agrees that this approach will not reduce Medicare and Medicaid exposure.
We agree that this DuPont suggestion appears to have no bearing on Medicare and Medicaid. See
August 30, 2011 Memorandum at the end of Attachment I as Exhibit H thereto.

This approach would give up the Settlement’s and Medical Monitoring Fund’s fiscal control
of the CT Scan component of the Medical Monitoring Program. I also appears to contradict the
terms of the MOU, which contemplates that DuPont will pay into the Settlement each vear all
Medical Monitoring funding. The Parties are invited to brief this issue if they care to do so, atthough
your Claims Administrator considers it moot under the MOU:

“After said enrollment period has expired, a Finance Committee comprised of
representatives from class counsel, DuPont, and the Settlement Administrator shall
be created for purposes of advising the Court on the structure and execution of the
medical monitoring program. On_an _annual basis _the Court. with the
recommendation of the Finance Committee, shall direct DuPont to pay a sum certain
that will be set aside for each such calendar vear that reasonably secures such
expenditures for each such calendar vear.”

MOU p. 2, paragraph b (emphasis added).

In considering the Preliminary CT Rule, the Parties and the Court may find footnote 66 on
pp. 120-121 of'the March 26, 2010 Decision of the West Virginia Supreme Court of Appeals heipful
ornotin this matter. Inits September 1, 2011 Memorandum, DuPont guestions the relevance of this
footnote.

As contempiated by the MOU, the Preliminary Budget is to be funded by an additional
DuPont contribution to the Medical Monitoring Fund on or before October 31, 2011 in the amount
of the above $4.509,348.55, with this recommended contribution to be finalized in the Claims
Administrator’s October 10, 2011 Pre-Hearing Submission, and subject to a proposed hearing, as
described below,
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In an attempt to narrow the unresolved issues, the Preliminary Budget has been divided into
the following two components:

{a) A separate Preliminary Budget component without CT Seans totaling
$2.381.311.36($2.407.835.93 in Column C of Budget in Attachment I minus
Bridge Funding of $26.524.57 for September and October 2011 ) that doesnot
include the budget incremental costs of the CT Scan portion of the Medical
Monitoring Plan for the budget period, in an attempt to reach closure with the
Parties on this portion of the Preliminary Budget (the “Non-CT Scan
Preliminary Budget™); and

(by A separate Preliminary Budget component totaling $2.128.037.19 in Column
D of Budget in Attachment [ that only contains the Medical Monitoring
Plan’s budgeted incremental costs of conducting CT Scans for the budget
period (the “CT Scan Incremental Cost Preliminary Budge(™).” Incremental
costs are only included in this second component of the Preliminary Budget,
based on the assumption that both Preliminary Budget components will be
resolved and carried out in tandem, with all aspects of the Medical
Monitoring Plan to timely begin on November 1. 2011.

If. however, the CT Scan component of the Medical Monitoring Plan is delayed by litigation,
then,

{a) The Medical Mouitoring Program, with the CT Scan portion delayed, may proceed
under the Non-CT Scan Preliminary Budget described in Paragraph (a) above; but

(b} The CT Scan Incremental Cost Preliminary Budget will have to be materially
increased, due to the cost savings that will not be realized if both components of the
Medical Monitoring Program are not executed in tandem.

In reviewing the Preliminary Budget. the Court and the Parties may keep in mind that the
proposed final version of (i) the September 1, 2011 through August 31, 2012, Perrine DuPont
Property Remediation Qualified Settlement Fund (the “Remediation Fund™) Budget; and (ii) the
Medical Monitoring Fund September 1, 2013 through October 31, 2011 Budget (the “Bridge
Funding™) were filed with the court on August 19,2011, (collectively the “Finalized Two Budgets™)

with the only unresolved issue respecting these Finalized Two Budgets being whether DuPont shall

‘Guardian Ad Litem expenses are included for the reasons described in the August 31, 2011, Memorandum at
the beginning of Attachment 11, as the design and implementation of the CT Scan program will assist minor Claimants
as they become CT Scan eligible aduits. DuPant challenges the mclusion. See, September 1, 201 1, Memorandum,
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or shall not pay for the Bridge Funding with an additional contribution to the Medical Monitoring
Fund. The Finalized Two Budgets were approved by the Court on August 31, 2011.

However, these Finalized Two Budgets, unaltered from the August 19, 2011 Claims
Administrator’s submission and now approved by the Court, are still included with the enclosed
Preliminary Budget for the Medical Monitoring Fund from November 1. 2011 through August 31,
2012, to depict cost-sharing by the Finalized Two Budgets and the Prejiminary Budget.

Input from the Parties respecting the Finalized Two Budgets is not being requested.

In accordance with the August 24, 2011, Supplemental Report and the subsequent August
31,2011 Order, please consider this letter to recommend the following briefing schedule:

(a) Initial briefs and evidentiary submissions of the Parties respecting (a) the enclosed
Preliminary CT Rule and Preliminary Budget (addressing the two budget components
together and separately); and (b) the “Bridge Funding” and “Minor No-Inactive
Claimant Rules” described in the August 24, 2011 Claims Administrator’s
Supplemental Report to be submitted to the Court and the Claims Admunistrator on
September 21, 2011 and

{b) Reply briefs and evidentiary submissions of the Parties to be submitied on October
3.2011.

Following the above briefing and evidentiary submissions, and in accordance with the August
24,2011 Supplemental Report and the subsequent August 31, 2011 Order, your Claims
Administrator then propeses to submit his final preliminary recommendations for a subsequent
Court hearing respecting (i) the CT Rule; (II) the Preliminary Budget; (iii) the Bridge Funding; and
(1v) the Minor No-Inactive Claimant Rules by October 10, 2011 (collectively the “Claims
Administrator Pre-Hearing Submission™), and requesting a hearing on or about October 17,2011 (the
“Medical Monitoring Implementation Hearing”).

18
SUGGESTED MEDICAL MONITORING
IMPLEMENTATION HEARING PROCEDURE

Your Claims Administrator respectfully makes the following procedural suggestions.

First, yvour Claims Administrator would provide testimony concerning the Claims
Administrator Pre-Hearing Submission, and would answer any questions from the Parties or the
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Court. Asaneutral, I would be sponsored by outside Counsel not representing any Party in the case.
Your Claims Administrator may also engage a neutral expert to testify about the CT Rule.

Second, the Parties would then be invited 1o provide arguments and evidence in connection
with the Pre-Hearing Submission or any other matters they and the Court deem relevant. The Claims
Administrator, as a neutral, would not ask any questions of Counse! or Party witnesses.

With this letter, we are requesting the Parties to comment on these suggested procedures.

We would like to thank the Finance Commitice and the Guardian Ad Litem for their hard
work in providing thoughtful input in the design of the enclosed materials.

Thank you for the Court’s consideration.

Yours very truly,
= e
Y P

- ‘
warC. Gentle, I
Claims Administrator

ECGI/alw
Enclosures

ce: (with enclosures)(by e-mail (confidential)
Stephanie D. Thacker, Esq., DuPont Representative on the Settlement Finance Commitiee
Virginia Buchanan, Esq., Plaintiff Class Representative on the Finance Committee
Meredith McCarthy, Fsq., Guardian Ad Litem for Children
Clerk of Court of Harrison County, West Virginia, for filing (via hand delivery)
Terry D. Turner, Jr., Esq.
Diandra S. Debrosse, Esaq.
Katherine A. Harbison, Esq.
Paige F. Osborn, Esq.
Michael A. Jacks, Fsq.
William S. (“Buddy™) Cox, Esq.
J. Keith Givens, Esq.
McDavid Fiowers, Esq.
Farrest Taylor, Esq.
Ned McWilliams, Fsq.
Perry B. Jones, Fsq.
Angela Mason, Esq.
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ce: {continued)
Mr. Don Brandt
Ms. Pat Gagne
tames B. Lees, Ir., Esq.
Leigh Anne Hodge, Esq.. Outside Counsel for Claims Adminisirator



I PRELIMINARY CT RULE AND
MEMORANDUM ON MEDICARE AND MEDICATD




September 1, 2011
Claims Administrator
Preliminarv CT Rule for Briefing

THE PERRINE MEDICAL MONITORING PROGRAM,
A PRODUCT OF THE PERRINE DUPONT SETTLEMENT

CT SCAN UTTLIZATION GUIDELINES

FOR MEDICAL MONITORING BEGINNING NOVEMBER 1, 2011

These CT Scan Utilization Guidelines, which will be updated every 2 years based upon the
state of scientific research respecting radiology and input from the Program’s Medical Advisory
Comumittee, is to be utilized by the examining physician in carrying out Step 3 of the CT Scan
Utilization Protocols in Exhibit 1 for a Medical Monitoring participating Claimant who is CT Sean
eligible, with eligibility o be determined in accordance with Dr. Brookshire’s Report.

I. PREFACE

The proposed guidelines address the position that CT Scans should be allowed for any and
all claimants due to their exposure. Furthermore, they address prior suggestions that we attempt to
quantify the approximate number of CT Scans which may occur as a result of Medical Monitoring.

The most recent scientific trial involving the benefit of CT Scans in the early detection of
lung cancer’ qualifies its finding of a 20% decrease in mortality by stating that the current data alone
is insufficient to fully inform a decision to unilaterally recommend CT Scans to a high rigk
population. Similarly, the Lung Cancer Alliance states that all “...those at high risk for lung cancer
should speak with their doctors about the risks and benefits of screening...”.

As suggested in the below guidelines, afier a review of the Claimant’s history and exposure,
the examining physician will determine whether to recommend a CT Scan for the Claimant as being
medically necessary, No definitive determination is recommended for all CT Scan eligible Medical
Monitoring Participating Claimants at this time. The NCI Division of Cancer Prevention, the Lung
Cancer Alliance, the National Institute for Occupational Safety and Health of the Department of
Health and Human Services Centers for Disease Control and Prevention, and the National Institute
ol Health appear to agree with this approach.

We note that DuPont is in agreement with our position. Specifically, in the Memorandum
of James B. Lees, Jr., Esq., Counse! for DuPont, of August 29, 2011, which is in Exhibit A, DuPont
siates:

"Narional Lung Screening Trial Research Team; Reduced Lung Cancer Mortality with Low-Dose Computed Tomygraphic Screening, N
Engt T Med 2011, 365:395-409, August 4, 2011, in Exhibit B.




“The words “medically necessary” were inserted to preclude the lawyers and the
Court from attempting to interfere with the medical judgments made by competernt
physicians. The words “medically necessary” were used to make absolutely sure that
decisions in the future are being made by physicians and not pursuant 1o some
lawyer-created criteria.”

We agree. In sum, the examining physician is to decide whether to recommend & CT Scan
for a given claimant, as reflected in the guidelines recommended below.

We understand that Mr. Lees has also suggested linking putative disease with cadmium,
“arsenie, zine and lead exposure resulting from the former zinc smelter, prior to having a CT scan.
To the extent contemplated in the Settlement, we try to accommodate this suggestion in Section 3b
of the below guidelines, giving weight to additional exposure, and in Paragraph 6, as described
beiow. However, medical screening is just that, an examination for discase. Often, the etiology
(cause) of disease is unknown and debatable. See, for example, respecting cancer, The Emperor of
All Maladies, by Siddhartha Mukberjee. To apply a more wooden exposure rule, other than the
agreed “relevant to possible exposure to heavy metal contamination” term in the November 1 09,2011,
Settlement Memorandum of Understanding (the “MOU™) by removing the term “possible”, as
apparently suggested by Mr. Lees, may remove the very “physician decisions” he advocates in the
above quote, and was therefore rejected by your Claims Administrator as possibly medically ethically
improper.

On September 1. 2011, we received a second Memorandum from Mr. Lees in Exhibit A,
which suggests edits to the guidelines in paragraphs 2 and 3 of the Memorandum.

We agree with the substance of paragraph 2, that there should be CT Scan diagnosis and
consent documentation. As to consent documentation, the Court on August 31, 2011, has already
ordered it. See August 19, 2011 CT Scan Protocols approved by the Court at paragraph 6 that are
Exhibit 1 hereto. We have added language to CT Scan Guidelines paragraph 6 stating that the
diagnosis will also be documented. However, DuPont’s suggestion in the Memo that these forms
be collected by the Claims Office before a CT Scan is authorized as opposed to carrying out the CT
Scan as soon as practicable, may have a chilling effect on this component of Medical Monitoring.

We do not agree with Memo paragraph 3 suggesting that the physician find the disease to be
“related to” and not “relevant to possible exposure io heavy metal contamination” {the MOU
standard), for the reasons stated above. We do agree to include the specific MOU standard on this
issue. See revised Paragraph 6 of the CT Scan Guidelines.

We also received an August 19, 2011 letter, also in Exhibit A, from Dr. Andrea I, M cGuire,
who was asked by CTIA, the Medical Monitoring Plan’s Third Party Administrator, to critique an
earlier draft of these guidelines, which are not materially different from these guidelines. In response
to Dr. McGuire’s comments which are critical of the guidelines, and recommend that all eligible
Claimants be provided a C'T Scan, we note that aithough Dr. McGuire correctly notes that the reports
cited in the guidelines describe Scans other than chest CT Scans. the following issues remain: (1)
exposure to CT Scan radiation must be justified and weighted against a benefit to the Claimant; and

.



(2) we are unaware of evidence that CT scanning of all Claimants would result in a decrease in
cancer mortality rates. Furthermore, as noted in these guidelines, recent publications from leading
medical authorities establish that no medical authority recommends CT chest scanning of an entire
at risk population absent additional research.

A revised protoco] is in Section TV of this memorandum and follows an analysis of where
current medical and research organizations stand with regard to CT chest scans.

. SCIENTIFIC BACKGROUND

According to the USFDA Center for Devices and Radiological Health?, medical professional
societies have not endorsed CT scanming for individuals without symptoms, and CT screening of
high-risk individuals for specific discases such as lung cancer are currently being studied. The FDA
maintains the position that CT Scans and radiography imaging are to be used in the diagnosis of
syplomatic people.

As discussed in the American College of Radiology Practice Guideline for the Performance
of Pediatric and Adult Chest Radiography®, the “ultimate judgment regarding the propriety of any
specific procedure or course of action must be made by the physician or medical physicist in the light
of the circumstances presented.” That said, the below CT Scan Guidelines provide that the proper
indications and contraindications that are relevant to this matter, which may establish a need for a
CT Scan, and which are:

L. Evaluation of signs and symptoms potentially related to the respiratory and cardiovascular
system; and

Compliance with governmental regulations that may indicate chest radiography (e.g.,
surveillance PA x-rays for active TB or occupational Jung disease).

E\)

With regard to totai-body CT scanning, the American College of Radiology Board of
Chancellors issued the following statement®:

The American College of Radiology (ACR), at this time, does not believe there is
sufficient evidence to justify recommending total body computed (CT) screening for
patients with no symptoms or a family history suggesting disease.

Robert Smith, Director of cancer screening at the American Cancer Society, says that his
organization also discourages full-body scanning CT exams®,

*See Publication of USFDA in Exhibit C: http:/fwww.pueblo.gsa.govicic_texihealth/fultbody-ctscan/
*ACR Practice Guideiine, attachad as Exhibit I,

*American College of Radiclogy (2002, September). Staterneni on CT Screening Exams. Retrieved March 6, 2006 from
http:/fwww acr.org/s_acr/doc.asp?TracklD=& S1D=a&DID=16014& CID, attached as Exhibit E.

Please see American Medical News article of September 3, 2011 in Exhibit E.

~

e I



I CT SCANS IN HIGH RISK. POPULATIONS:
THE MOST RECENT STUDY AND WHAT IT MEANS

The National Lung Screening Trial (NLST) described in Exhibit B was a randomized trial
of screening with the use of low-dose CT as compared screening with the use of chest radiography,
and was an effort of the Lung Screening Study (LSS), administered by the NCI Division of Cancer
Prevention, and the American College of Radiology Imaging Network (ACRIN), and sponsored by
the NCI Division of Cancer Treatment and Diagnosis, Cancer Imaging Program.

The NCI Division of Cancer Prevention conducted the NLST, a randomized controlied irial
designed to determine whether screening with LDCT can reduce lung cancer mortality among
persons at elevated risks for cancer. The study consisted of more than 50,000 individuals, ages 55
to 74 years with a history of smoking at least 30-pack years. Participants were randomly assigned
to receive either three annual Cat Scans or three annual chest X-rays.

In the NLST®, 2 20.0% decrease in mortality from lung cancer was observed in the low-dose
CT group as compared with the radiography group’. Despite this finding, the National Lung
Screening Trial Rescarch team went on to say:

Although some agencies and organizations are contemplating the establishment of
lung-cancer screening recommendations on the basis of the findings of'the NLST, the
current NLST data alone, are in our opinion, insufficient to fully inform such
Important decisions....

The reduction in lung-cancer mortality must be weighed against the harms from
positive screening results and over{-]diagnosis, as well as costs. .

Other strategies for early detection of cancer... may one day help select persons who
are best suited for low-dose CT screening tests who should undergo more rigorous
diagnostic evaluation.

As further noted by Dr. Simome Tramma, MD, MS, Eiieen Storey, MD, MPH, Douglas B.
Irout, MD), MHS, and Marie Haring Sweeney, Ph, MPH of the National Institute for Occupational
Safety and Health of the Department of Health and Human Services Centers for Disease Control and

9 Another large ongoing study is the Ducth-Belgian randomized hng cancer screening trial (NELSON 1. The NELSON trial s investigating
whether the 1 6-detector muliisiice computed tomography scregning will decrease lung cancer mortality compared to no soreening. This triaf started
in August 2003 and is expected to he completed in December 2015, 1t is expected 10 include 15, 600 participants. The participants will receive OT
screenings or usual care,

T id



Prevention in their NIOSH Science Blog (discussing the breadth of the NLST), attached hereto as
FExhibit F?:

“In the occupational setting, there are a number of agents associated with lung cancer.
However, the excess risks for lung cancer associated with these occupational
exposures vary depending on the actual exposures. Consideration of the use of any
screening test in occupationally exposed groups requires a careful assessment of the
risk of a given condition. The risk of lung cancer from a specific exposure will
directly affect the likelihood that a positive screeming test for lung cancer will
actually be evidence that the cancer exists. In other words, high risk for lung cancer
in the NSLT trial due io a long history of heavy smoking made it more itkely that a
“positive” funding on a low-dose CT Scan was in fact a lung cancer. The benefit of
screening for lung cancer with low-dose CT cannot be easily estimated for
populations with risk profiles that are different from those of the NLST participants.”

The National Institute for Health states that “[d]ecisions to recommend screening for a
population should be based upon the highest possible leve] of evidence of population benefit from
clinical trials.”

The Lung Cancer Alliance states its position with regard to lung cancer screening as follows:

“Lung Cancer Alliance (LCA) has consistentlv maintained that those at high risk for
lung cancer should speak with their doctors about the risks and benefits of screening.
Those at risk inciude smokers and former smokers, first degree relatives of people
diagnosed with lung cancer and those with prolonged exposure to radon, asbestos,
Agent Orange. radioactive materials and other lung carcinogens. If the decision is
made to undergo screening by computed tomography (CT), the scan should oniy be
done at a site which has experience in screening for Jung cancer and which follows
a lung cancer screening protocol based on best published practices, such as the
international Early Lung Cancer Action Program (I-ELCAP) protocol®.” Emphases
Added.

LCA Position on Lung Cancer Screening is attached as Exhibit E.

As noted in the conclusion of the LCA’s position statement “[t[hose at high risk for lung
cancer and their primary care doctors need to be fully informed in order to reach a decision on
screening appropriate to each individual case.”

*National Institute of Health, Screening in the Dark: Ethical Considerations of Providine Screening Tests to Individuals When Evidence
Is Insufficient to Support Screening Poputations. A, J Bioeth. 2000 April; 8{4):3-14, in Exhibit F.

The above mentioned Infernational Early Lung Cancer Action Program protocol, dated Juiv 1, 2011, is attached hersto as Exhibit G,
and was pioneered and developed over the past 17 years by the Intemational Lung Cancer Action Program, and deals with research concerning the
efficacy of CT scans i asymptomatic high risk individuals.

-5



See also Radiation Dose Associated with Common Completed Tomography Examinations
and the Associated Lifetime Attributable Risk of Cancer, Rebecca Smith-Bindman, MD. Archives
of Internal Medicine, Vol. 169 No. 22.. Dec 14/28, 2009 in Exhibit F; Lung CT scan for cancer:
Should you be screened?, Mayo Clinic, mayoclinic.com/health/lung-ct-scan/CAG086/MET 1in
Exhibit G.

In designing the guidelines and carrying out the C'T Scan portion of the Medical Monitoring
Program, Medicare and Medicaid issues should be considered. Please refer to the Memorandum in
Exhibit H, expressing the opinion that these issues should not impact how the Medical Monitoring
Program 1s funded.

Footnote 66 to the West Virginia Supreme Court of Appeals March 26, 2010 Decision might
also be considered.

IV. THE CT SCAN GUIDELINES (THE “CT RULE™)

In light of the above, and current research regarding the signs and symptoms associated with cancer,
the below guidelines are recommended:

L. These rules shall be re-evaluated every two years based upon scientific developments in
radiotogy, and following consuitation with the Medical Advisory Committee.

2. CT Scan eligible Claimants are described in Dr. Brookshire's Report.
= iy
3. During the CT-Scan eligible Claimant’s initia! medical monitoring visit with the examining
physician, the examining physician will:
a. Take the Claimant’s vital signs:
b. Conduct a general health interview which shall inchude the number of vears the
Claimant has lived in the Class Area in Exhibit 2, with greater weight being given to:
i. Zone 1 Claimants who have lived in the Class Area for 2 years or more;
il. Zone 2 Claimants who have lived in Class Area for 6 years or more; and
iii. Zone 3 Claimants who have lived in the Class Area of concern for 10 years
or more);
C. Review the Claimant’s prior medical record {necessary to determine propensity for
cancer); and
d. Ensure that all female Claimants receive a pregnancy exam.
4. The Claimant will have paragraph C on page 2 of the Memorandum of Understanding in

Exhibit 3 read to him or her by the examining physician or will be provided a copy to read.

-
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The examining physician will ensure informed consent. Specifically. the examining
physician will explain the nature of the radiological imaging, that the results may not be
definitive, there may be false outcomes, and that there is a risk associated with radiclogical
imaging and CT Scans specifically.

After a review of the Claimant’s vital signs, general health interview, and prior medical
history. the examining physician will, in his discretion, make a determination on whether to
recommend a CT Scan for the Claimant as being medicaliy necessary and relevant to
possible exposure to heavy metals (cadmium, arsenic, iead or zinc) contamination (which
will be documented by the examining physician with a signed form provided).

Factors which satisfy medical necessity include:

(H Signs and Symptems, including but not limited to, paraneoplastic syndromes
(production of hormone like symptoms from the tumor cells), unexplained
weight loss, fever, fatigue, pain, persistent coughing or hoarseness,
hemoptysis, unusual bleeding or discharge, dysphagia, persistent shortness
of breath, thickening or lumps in the body, hyper pigmentation, jaundice,
shoulder pain (Pancoast’s Syndrome), pneumonia, persistent headaches,
and/or other medical signs and symptoms which are widely accepted in the
medical community as potential indicators of cancer.

ARDVOR

(2} Medical history (including known diagnoses).

The lowest possible radiation dose consisient with acceptable diagnostic image guality
should be used.

The care provider shall not bill Medicaid, Medicare and/or any other third party for the
services outiined in these guidelines under any circumstances.



EXHIBITS TO CT SCAN UTILIZATION GUIDELINES

EXHIBIT DESCRIPTION
1 CT Scan Utilization Protocols
2 Class Area Map

Paragraph C, page 2, of Memorandum of Understanding

O8]

A James B. Lees, Jr., Esqg., August 29, 2011 and September 1, 2011
Memoranda, and August 19, 2011 letter from Dr. Andrea I1. McGuire

B N. Eng. J. Med. 2011; 365; 395-409, August 4, 2011

C Publication of USFD A

D ACR Practice Guideline

E American College of Radiology Sentember 2002 Statement on CT Screening
FExams

F NIH Publications, T Bioeth. 2009 April; 9(4):3-14

Early Lung Cancer Program Protocol dated July 1, 2011

IO

August 36, 2011, Memorandum Re DuPont: T Scans and Medicare



Exhibit 1

CT Scan Utilization Protocols
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CT S8CAN UTILIZATION PROTOLOLS
CT Scan eligible claimants are described in Dr. Brookshire's report.
At the initial medical monitoring testing visit, the attending physician will take the
CT scan eligible claimant’s vital signs and conduct a general health mterview of the
claimant,
Adter examining the claimant, the examining physician will make a determination on
whether to recommmend & CT scan {or the claimant as being diagnostically medically
necessary based on the CT Scan Utilization Guidelines to be deveioped by the Claims
Administrator and to he ultimately determined by the Court,

The claimant can accepi or decline the recommendation for 2 C7 scan.

Prior to agreeing to a CT scan. a claimant will be toid by the physician the benefits
and risks of a CT scan.

Claimants agresing to & CT scan ehall sign a standard CT scan release.



Exhibit 2

Class Area Map
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Exhibit 3

Paragraph C, page 2, of Memorandum of Understanding
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Exhibit A

James B. Lees, Jr., Esq., August 29, 2011 and September
I, 2011 Memoranda, and August 19, 2011 letter from Dr.
Andrea H. McGuire



MEMORANDU\M

TO: Edgar C. Gentie, i, Esg,

FROM: DuPont by lames B. Lees jr, Esg.
DATE:  August 28, 2011

RE: Draft CT Scan Utilization Guidalines
Dear BEd

As per your Memuorandum dated August 18, 2011 | Have been asked by DuPont o step back
into this matter for the PUrpose of neiping vou deal with the issue of CT scans as they relate to
the settiemant of this litigation. As the principal attorney who negotiated this settieament with
counsel for the plaintiffs and flaving spant many hours discussing this very subject matter with

Ed kill,
matter

then counsel for the plaintiffs, DuPont balieved ! Wasin a better position to address this
with vou, .

First let me set forth what | hope we do agree upon:

1.

]

[}

There are no Medicare issues relevant to this subject matier. There are ne prior created
Medicare liens at issue and there will e no futlire Medicare liens treated by the
aperation of the settiament agreement as it relates to CT scans. DuPont is the primary
payor of ail services covered under the settlement agreement, and absent a mistaken
billing by 2 physician to Medicare there should be ne claims or submissions made pile)
Medicare by any ohysician or claimant in this matter nor should there be any Medicare
liens created. | am not sure how this issus arase byt | believe we are in compiete
agreement with you that Medicare is not reievant to this matter,

DuPont is the primary pavor for any CT scancs that are provided to class members
purstant to the settlement agreement. Whether Dubont BAYs any such invoicas directiy
Upon receipt of an appropriate invoice or whether vou pay such invoices from monies
depositad with you in advance is an issue still undecided. However it is clear that
DuPont is obligated under the settlement agreement and will pay the cost of CT scans
covered under the settlemant agreement,

The settiement agreement changed the original Coyrt Order relavant to medical
monitoring in that the setfiemant agreemant removes routine CT scans for sereening
Furpeses as part of the medical monitoring program. This of courge was the subject of
much negotiation among tne parties, some of which you and the Court were parties to
at the mediation which resulted in the settiement of this matter, All parties agreed that
CT scans would not he routinely performed an class members as a screening tool and



this agreement was Spaciicatiy referenced in paragraph 3(c) of the agreement so asto
remove screening CT scans as part of the medicai maonitoring program.

Hopefully these are three Points in which you and | agree. !can tell you that ( was somewhat
taken back by some written comments by the qurrent Fepresentative for the class members o
the extent that she expressed surprise that CT scans wWere not part of the medical moriitoring
SCreening process in the settlement. This is the Very i1ssue that was negotiated by the parties
and was an absolute condition precedent for DuPont to enter INto the settiaman: agreament
for a number of reasons, not the ieast of which is acturately referencad in your draft guideiines
that the FDA states that CT SCEns are to be used for the diagnosis of iliness and disease in
symptomatic people and not as 2 tool used to scraen nor-symptomatic people for oossible
medical nroblems,

L scans pursuant to the settiement agreement are to be used when 3 physician determines
that a patient {or in this case & class mamber) likely has a diseass or medical condition that is
related to exposure to heavy metal exposure and that 2 CT scan is medically necessary as a
“diagnostic” tool to ruls in Or rule out the disease. In such o tase DuPont under the termes of
the settiement agreement stands ready ang willing to pay for that diagnostic test to confirm the
presence or absence of the heavy metal-reiated disease N the class member. This is bracizely
what was discussed in the settlement negotiations, and it is precisely what is set forth in the
settiemeant agreament.

The guestion then becomes what if anything is necessary to be done by you to make sure
this provision of the settlement agreement is carriod out in an organized fashion, Muost
importantly in my view one of the main purposes of addressing this issue in advance of the
commencament of the medical MONLoring program is o tevelop a way in which to insure that
physicians that order such C7 scans for the reasons statad above;

&  Notify your office in some manner as to the conclusions they have reached about a
given class member and thair determination for the need to do the diagnostic CT scan to
ruie in or rule out the diseass.

b Bili the correct Darty.....or more precisely know that they are not to bill Medicare.

Tnese are two relevant issues that need addressad by You in advance of the commencement of
the program, and DuPont is certainly amenable 1o working with you to craate sbme method or
system: for insuring that these matters are addressed.

Where | balisye you and i may disagree is the need for your office to attampt to set out
“Guidetiner” that in my opinion cross the fine from administering » program to one of
attempting 1o dictate how the practice of medicine is carriagd OuL. ldothink we need to be very
careful In this area for & number of reasons, not the lsast of which is that | do not want vour
office or DuPont in any way named as a defendant in o medical malpractice case sometime in
the future because you or DuPont interfered with a rompetent ohysician’s judgment as to
when & diagnostic CT scan is needed to rule in or rule out disease thought to be related to the
heavy meral exposure refevant in this litigation.

Lhelieve s 1t a mistake to attempt in any written document to set out “signs and symptoms”
that attempt to give competant phvsicians instructions on now to practice medicine. This iz not



ourrole in this matter, and the language of the settiement agreemant was drafied specifically
10 keep the lawyers and administrators out of the business of practicing medicine. Since vOou
do have counsel avaitadle to you | woujd Lrge you to discuss this issue with counsel, particularly
with raspect to the issue of setting out specHic criteriz for physicians 1o use in determining how
to best manage and treat those class members that come before them. | foresee you being
dragged into future medical negligence iitigation neediessly by taking this approach.

As an alternative | befieve the settlement agreement is crystal clear on this matter and
shouid govern when CT scans are ordered and when they are not ordered. The settlement
agreemaent specifically states C7T scans are to be usad onty as part of 2 diagnostic process. That
s why the word “diagnosticaily” was inserted in paragraph 3(c) of the settlement so as to make
clear that CT scans would only be ordered consistent with the FDA mandates as part of »
diagnostic process to rule in or rule out & disease.

The words “medically necessary” were inserted to preciude the lawyers and the Court from
attempting to interfere with the medical judgments made by comperent physicians. The words
“medically necessary” were used 1o make absolutely sure that decisions in the future are being
made by physicians and net pursuant to some lawyer-created criteria.

And of course the words “relevant to the heavy metal contamination at issus in this
litigation” ware inserted to make it ciear that DuPont pays only for diagnostic CT scans that are
related to ruling in or ruling out 2 disease related to the heavy metal exposure. Otherwise
DuPont would end up paying for CT scans for suspected tung cancers and other diseasas that
are related to cigarette smoking, iife styles, and or simply genetic disease processes.

i believe the tanguage of the settiement agreement is very precise ang very clear on this
ubiect. fhowever am cognizant of the fact that physicians need to e aware of the fact that
hey can order diagnostic CT scans in certain circumstances and that the CT scans will be paid

or by DuPont. ftis therefore my suggestion that in lieu of “Guidelines” or any attempt to set
feg

forth medical symptomology or medica triggers” you simpiy communicate to ali physicians
involved in medical monitoring the foliowing information:

wr

4 e F

1. CTscans for screening purposes will not be paid for under the medical monitoring

program,

<. Ctscans will be paid for under this program if you as the physician determine:
a. A class member, based upon testing and examiniation, most iikely has & disease.
b, The disease is most likely related to heavy metal exposure from three heavy metais:
arsenic, cadmium, or lead,
¢ You as the medical professional have detarmined that a diagnostic CT scan is
medically necessary to rule in or rule out the disease in the ciass member.
3. Inthe event you make such a medical judgment simply submit vour findings and

conchusions 1o my office (deleting of course patient wentification) together with your
order for a CT scan.

4. Do notunder any circumstances bili or invoice Medicare, Medicaid, or any other third-
party provider for these CT scans. My office will handie al| billing and payment,

This is essentially the information that we beiieve shouid be given to the physicians as the
program commences. We are of course open to discussion as o whether DuPont needs to



deposit some monigs into an account in zdvance of the program te pay involces for any such
diagnostic CT scans and, if so, how much. | beiieve the Dest practice is to simply have DuPont
pay for the CT scans if and when they are ordered but thic i< something we are certainly wiliing
to work with vou on.

Because Tt scans are not parts of routine screening in the medical monttoring program but wil
onty be ordered to rule in or rule out 2 disease that & physician belisves is ralated to the neavy
metal exposure we do not balieve any monies for the non-screening CT scans should be
inciuded in the medical monitoring budget. DuPont agreed to pay for these limited CT SCans as
part of & diagnostic process if neaded and not as part of any broad-based medical monitoring
screening program. DuPont would be amenable to depositing advance monias with you in an
8sCrow sccount that was designated specifically for these diagnostic CT scans so iong as these
monias were segregated from the overall medical menitoring budget if vou were not satisfied
with DuPont’s ability and willingness to pay for these CT scans a5 they are ordarad.

i do think we need some certification or document by the physician deiivered to you that
provides that a CT scan is baing ordered for the purpose set forth in the settiement agreement
{and providec to them by vou at the commencement of the program). In order to protect
DuPont's due process rights we do need some method to insure that the parameters of the
settlement agreemeant are being met and nat abused by physicians when ordering diagnostic CT
scans,

W you need any additional input or information from me piease et me know.



Memo: September 1, 2011

Ta: Edgar C. Gentle ll, Esq.
Fr: Jim Lees, Counsel for DuPont
Re: Proposed Letter to judge Bedell regarding CT Scans

Pursuant to your request in your memorandum of August 30, 2011 to counsel for DuPont |
am submitting DuPont’s written comments regarding your proposed letter to judge Bedell as
well as your proposed attached submission to the Court. | also am attaching a draft informed
consent document which | believe will satisfy both the need for informed consent by a claimant
in those situations where a physician is recommending a CT scan as well as some modicum of
due process to DuPont to insure that the physician has complied with the relevant language of
the settlement Memorandum of Understanding.

in shert DuPont makes the foliowing comments about your proposed letter to judge Bedel!
as weli as the proposed CT Guidelines and the CT Utilization Protocols:

1. We agree with vour counsel’s memorandum that the Medicare issue is a non-issue in
this matter.

2. Under the CT Scan Utilization Protocols we ask that you add a paragraph 7 that reads:
“Physicians ordering a CT scan for a claimant shali verify in writing their medical findings
consistent with the CT Scan Utilization Guidelines. Both the CT scan informed Consent
form executed by the Claimant and the CT scan Verification executed by the physician
shali be submitted to the Settlement Claim Office at the time any such CT scan is

"
ordered,

3. Under paragraph 6 of the CT Scan Utilization Guidelines (as set forth in your proposed
attached submission to the Court! we ask that the following language be added to the
end of this paragraph so as to comply with the settlement agreement as between the
parties:

--.as being medically necessary “to diagnose a disease or serious condition that is
related to exposure to arsenic, cadmium, or lead.”

4. We ask that you delete costs included in any budgeted estimate for CT scans that are

related to the Guardian Ad Litem. Only claimants over the age of 35 are eligible for

consideration of a CT scan for diagnostic purposes. The only reievance for participation
of the Guardian Ad Litem in this issue is claimants who have been declared legally
incompetent. DuPont believes that number is two.

We ask that rather than include proposed estimated costs of CT Scans in the Medical

Monitoring Budget you simply invoice DuPont for any C7 Scans approved by your office

at the time of your approval. We bzlieve any attempt by you to “pre-judge” the need or

frequency of diaghostic decisions made by competent physicians is improper and ill-

[Wal



advised and will potentially impact upon the medical decisions made by such physicians.
Creating in essence a “pot of money” that is available to pay for a certain discretionary
test has in the past fed in some situations to abuse of medical decision-making. Your
office is not equipped to monitor the use of this “pre-paid” diagnostic procedure in any
meaningful manner, and the lessons iearned in the past from similar Worker's
Compensation systems has led to a much more constrained and cautious approach in
dealing with these type issues. DuPont certainly has the ability to pay invoices in a
timely fashion for CT Scans approved by your office, and we urge you te reconsider your
proposai to simply create a new or additional “pot of money” for the sole purpose of
paying for approved CT scans in a timely manner. Of all the services being provided tc
claimants by DuPont this limited service should be strictly on a pay-as-you-go basis.

©. In the event you persist in your effort to create an advance source of monies from which

to pay approved CT scans we respectfully note that a sum of $100,000 should be more
than sufficient to cover these limited situations, with said sum being replenished on a
regular basis as the need arises. We also would then urge you to amend your letter to
Judge Bedeli as a middle ground approach on this subject to include the following
language in place of your proposed language:
“As contemplated by the MOU, the Preliminary Budget is to be funded by an
additional DuPont contribution to the Medical Monitoring Fund. Because of the
uncertainty associated with the frequency in which physicians will order €T scans,
DuPont has proposed to provide initial funding of up to $100,000 (the “CT Fund”) to
provide a source for payment of approved CT scans and has agreed to repienish the CT
Fund on a monthly basis as part of the process for the approvai of the bills of the
Claims Administrator.  The Claims Administrator agrees with this proposad
modification of the budgeting process for the initial payment of approved CT scans.
Once the Claims Administrater, the TPA and the parties have experience with the
implementation of the Meadical Monitering program, including the ffequency with
which CT scans are ordered, the Claims Administrator reserves the right to
recommend to the Court that funding for €T scans be included as part of the annual
budgeting process.”

7. We note that your reference to Footnote 56 of the Supreme Court opinion in your
Memorandum to the Court is noteworthy in that DuPont specifically negotiated the
Memorandum of Understanding to exclude routine CT scans for screening purposes
with that Footnote partially in mind. To the extent you were citing to it in support of
the proposition that the language in that Footnote is relevant in tight of the agreed-
upon settiement of the parties in this matter we respectively disagree with your
conciusion.

In summary we believe aill parties including DuPont are working in good faith to resoive this
matter in a reasonable and timely fashion and we appreciate your efforts to date in this matter,
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Perrine Medical Monitoring Plan, Product of the Perrine DuPont
settlement

Dear Mr. Gentle,
Parm a medical consultant with e experience in academics, private
pragtice and Medical Management . My education includes a BS i

In Nucizar Medicine with Board Certification. Fhave research
expenence with over 30 publications and 2 book chapier and aver 10

years of experience in reviewing madical claims

appropriateness based on medical Hteratyre,

[ have been asked to review the T Stan Utilization Guid Tor
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Exhibit B

N.Eng. J. Med. 2011; 365: 395-409, August 4, 2011
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Wihat is 077 | Whgt are the Dardistinm Sieloe = o T k| +
mome | Whatis 077 | What are the Radiation riske from CT7 | Should | get
1

=

‘whole body” CT7 !
mow coes FDA regulate OT7 [ Gther Resources | Radistion Ouaniitiac ango Units
| Cortact Us

w'sing 2 technology that "takes 2 jook” at peopie's
insides and promises early wamings of cancer,
cardiac disease, and other abnormalities, clinics and
medical imaging faciiities nationwide are touting a

new service for health-conscious people! "Whole-body
CT screening.” This typically invoives scanning the
body from the chin to below the hips with a form of X-
ray imaging that produces cross-sectional images.

i

The technology used is caliad "X-ray compuiad tomography” (CT),

o w 1 ¥

sometimes referred to as "computerized axial tomography" (CAT). A

s

nitp://www pueblo.gsa. gov/e ¢_text/heaith/fullbody-ctscan/fulibo... 8/15/207 1

[



Full Body CT Scans - What You Need to Know - Brochure Page 2 o7 4

number of differant types of X-ray CT systems are being promoted for
various types of screening. For example, "multi-siice" CT (MSCT) and
"siectron beam" CT (EBCT) - also called "sleciron beam

tomography" (EBT) - are X-ray CT systems that produce images
rapidly and are often promoted for screening the buildup of calcium in
arieries of the heart,

CT, MSCT and EBCT all use X-rays to produce images representing
"siices” of the body - like the siices of a loaf of bread. Each imags slice
corresponds {o a wafer-thin saction which can be viewed {o reveal
body siructures in great detail.

CT is recognized as an invaluable medical too! for the diagnesis of
disease, trauma, or abnormality in patients with signs or sympioms of
disease. It's also used for planning, guiding, and monitoring therapy.
What's new is that CTis being marketed as a preventive or proactive
haalth care measure {o nesalthy individuals who have fo sympioms of
diseass,

RN T ;-;%

3
3

3 Mt
i L G
g j=3 3

Bl W, 5 oy B s o s -
FELY PRV ET mharie £

Tadal

1
i

[

i

i

Taking praventive action, finding unsuspected disaase, uncovering
problems while they are ireatabieN these all sound grezi, almost oo
good fo be true! In fact, at this time the Food and Drug Administration
(FDA) knows of no scientific aviderce demonstrating that whoie-body
scanning of individuals without symptoms provides more banefit than
harm to people being screened. The FDA Is responsible for assuring
the safety and effactiveness of such medical devices, and it prohibits
manufacturers of CT sysiems to promote thair use for whole-body
screening of asymptomatic peopie. The FDA, howsvar, does not
regulate practitioners and they may choose to use a davice far any use
they deem appropriate.

Compared 10 most other diagnaostic X-ray
procedures, CT scans rasult in relatively high
radigtion exposura. The risks associaied with such
Sxposure are greatly outweighed by the benefits of
diagnostic and therapeutic CT, However, for whols-

nrn//www . pueblo. gsa. govic ¢_text/health/fullbody-ciscan/fullbo... 8/15/20
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body CT screening of asympiomatic peoplz, the
bensfils are questionable:

« Can it effectively differentizte batween healthy peopls and those
who have a hiddern disezse?

« Do suspicious findings lead to additional invasive testing or
freatments that produce additional risk with littie benafi?

« Dogs 2 "normal” finding guaranise good health?

Many people don't realize that gstting 2 whole body
CT screening exam won't necessarily give them the
‘peace of mind" they are hoping for, or the
information that would aliow them to prevent a health
problem, An abnormal finding, for exampie, may not
be a serious one, and & normal finding may bs
inaccurate. CT scans, like other medical procedurss,

will miss some conditions, and "false" leads can
prompt further, unnecessary testing.

« CT screening has not been demonstrated to meet aenerally
accepted criteria for an effective screening procedure.

« Medical professional societies have not endorsed CT scanning for
individuals without symptoms,

s CT screening of high-risk individuals for specific diseasas such ag
lung cancer or colon cancer is currently being studied, but results
are not vet availabie.

 The radiation from a CT scan may be associated with 2 very smail
increase in the possibiiity of developing cancer later in a person's
tife.

« The FDA provides additional information regarding whole-body CT
sCresning on its Web sile at: www.fda oovoorhies

Before having a CT screening procadure, carsfully Investigate and

http://www pueblo.gsa govicic text/health/ fullbody-ctscan/fullbo... 8/15/2011
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consider the potential risks and benefits and discuss tham with your
phvsician,

DHHS Publication No: [FDA) 03-0001
March 2003
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The Amerizan Celiage of Radialogy, with more thss 30,000 members. 15 the prinelpal arpanization of 1 dioiomists, radiation encolopists, and eling

L madical physieiss w the United States The College is o nomproftt profhsmana? soeiety whose primany Dumposes are 1o adviance the seiemos of adisiogy, |
improve radiotogic servises to fhe patienl. stady the Sooicsoonomis gspects of the praztioe of radiology, and encovrage continging sducation Tor radivlogist,
vadiation onnoiogist, medical physicists, and persens practising in sl professiona! tlelde.

The Armerican College of Radiolopy wili pertndioeliy define now practize gaidelines and teehmesi stamciards for vadininoin pracrice i heiv advancs the
(20 B ! T I° & .

seieres o radiology and w improve the quality of service o agients throughont the United Stares, st practice guidehnes and iechnical stndards wili

be revieored for sovision ar reneval, 55 appeopriate, onther fift anmversary or souner, Ifindicated,

Each: practce gudeline and technical standard. represerting.u poiicy steienent by the Collage. has undergons a horotgh sorsensns process inowliinh i

2

has feen subjecien i extsnsive ceview, requiring the apsroval of the Commission an Queltty and Saivry a5 well =g the ACR Board of Chareeliors, the ADR

Couneil Steering Comunities, and fne ACE Counsil, The preetice guidelines and techmical standards v sognize thar the sefe and offeciive veu of dipgnostic

and therapeuls radioley requires specific traning, skills, and techniaues, as described in cach document. Reproduction or madiffeation of e nubiised
i ! 3 : B

i practice guideline ead technical standard by those entifies not providing tese services is nat aLEorized.

Revised 2006 {Res, 46,1735y

ACR PRACTICE GUIDELINE FOR THE PERFORMANCE OF PEDIATRIC
AND ABULT CHEST RADIOGRAPHY

PREAMBLE

These guidelines are en educational ool designed o assist Therefore, iv should be recognized that adherence to these
practitioners i providing approprisie radiclogie care for guidelines will nof assure an accuram diagnosis or a
patients. They are not inflexibie rules or requirements of suceessiul ouscame. Al that should be expected is that the
practice and are not intonded, nor should they be used. to practitioner will follow =z reasemable course of sotion
esizbiish = legal smndard of cove. For these ressons mnd bmsed 0n curremt knowiedge, available resqurces, and the
thosz set forth bajow, the Amerizan College of Radiology needs of the patlent 1o delfver effective and safe medical
ceEutioRs agamst the use of these guidefines in Ifigatan in carg. The sole purposs of these guidelines & 1o assist
which the chinical decisions of 2 prastitioner are cafled praciifioners in achioving this objective,

TG question,
L INTRODUCTION
The wlumate judgment regarding tfhe propristy of any

specific procedure or course of actios must be made by Chest radiography is @ proven and useful procedure for

the physician or medical physicist in lighi of all the eveluation of the sirways, lungs pulmonary vessels,
ciroumstances presenied. Thus, ap approach thw differs mediasiinum, heart, pleura, and chest wall. The commeon
from the guidelines, standing alone, does not recessarily and accepled practice consists of posieroantarior {PA) and
imply that the spproach was beiow the standard of cere, iefi latera] radiographs obtained i the upright position,
Te the confrary, & conscientious practitioner ey Under ceriain olinical cirewmstances and in certain paan
responsibly adept a course of action differsmt from that populations {e.g., oritically il postoperative, wauma,
ser ferth m the guidefines when, in the reasonshic newbom), poriabie chest radiogrephy may be indicated
judgment of the practiionsr, such course of nction is and shouid be performed in accordence with the ACE
indicated by the condition of the patient, limimtons of Prawres Gaddeline for the Parformence of Pediatric ang
availlabie resources, or advances in knowledge or Adult Portable (vobile Unit) Qhegt Fadiogmmny,
technology subsequent o publication of the euidelines.

Howsever, o practiioner who empiovs ap  spproach tFor pediawic considerations, see section V.12
substantialiy different from thase guidelines is advised 1o

document in the patient record information sufficleant to iL GOAL

explain the approach ke,
The goal of the chest radiographic examination is 1o hely

The practics of medicine involves not aniv the science, establisty the presence or fhe absence and the etiology of
birt also the art of dealing with the prevention, diagnosis, dizease processes that involve the thorax or o follow their
alieviation, and mweatment of disease. The variety  angd Course.

complexity of human conditions male ¥ impossible w©
abways reach the maost appropriate diagnosis or o predict
wiith cerainty a barticdlar response 1o regiment,

PRACTICE GUIDELNE Chest Radiegraphy)' |



Hi. INDICATIONS AND
CONTRAINDICATIONG

indizations for chest radiography inelude, but are no
limited 1a:

A, Bvaluation of siens and symploms potennalty relared

the  respiratory, cardiovascular,  and upper
gastromiesting! systems. angd the musculoskeletal sysiern
of the thorax, The chest radiograph may also help w
evaluate thoracic disease processes, molading systemic
and exwathoracic diseases tha: secondarily mvolve the
chest. Because the hemgs are 2 frequent site of metagtases,
chest radiography may be useful in staging extrathoracic
a5 well as thoracic neeplasms,

o=t
[

L. Follow-up of kmown thoracic disease processss to
#53ESs Improvement, resolution. or progression,

C. Moenitoring of patients with lffe-support davices and
patients who have uncergone cardian or toragic surgery
or other intervemional procedures.

D Compliance with government reguiations thar may
mandate  chegt radiograpiy, Exampizs  include
surveillance PA chest radingrephe for active tehercniosis
o7 otcupational lung disease o SXPOSUrES, or other
surveillance smidiss required by public health law.

L. Preoperative radiographic evaluation when cardiae or
respiratory  symiptoms are present or when there is »
significant potential for thorseip pathology that may
cempromise the surmical result ar lesd to mereaged
pericperative morbidity or maorality.

For the pregnant or polentially pregaant paiient, see the
ACR Praciice DGuideline for Imaging  Pregnant or
Porentiaily  Fregnam Adolessents and  Women  wits
imizing Radiation,

TV, QUALIFICATIONS AND
RESPONSIBILITIES OF PERSOMNEL

See the ACR-SPE  Practice Guidelime  for General
Radiogranhy.

A Physician

Additionally, pirvsicians mierpreting  pediatric  chest
radiographs  should also  have had 3 months of
documented  formal traming in  pedisric radiology,
including intsrpretation znd forma) repotting of pediatric
ehiest radingraphs,

Physicians whoss residency or fellowship taining did not
imelude the above may il be considered quaiified 1o

interpret pediamic cheg adiograpis wher the following
#re documenred:

o

L. The phvsician has supervised and interprered
chest radiographs for at jeagt 2 Vears,

An official  interpretation (Final rEport)  was
generated for sach study,

t

E. Radiclogic Technoiogist

If pediatric chest tadicgraphy s 0 he rerformed,
documentad waining in pediatic ches: radiography s
reguired (in addition to the qualifications listed under the
general radicgraphy suideling),

v, BPECIFICATIONS OF THE
EXAMINATION

Ao The  written or  slectromic reguest  for  chest
radiography  should provide sofficient informatior o
demonstrate the mediaa necessity of the examinarion and
allow for its proper performance and inlerpretation.

Documentation that satisfies medical necessity ingludes 1)
signs and symptoms andior 2} relevant history {including
known diagnoses). Additona! mformation regarding the
specific reason for the examination or & provisional
diammosis would be helpful and may at times be needed 1o
allow Jor the proper performance and mverpreration of the
examination.

The request for the ewamination must be originated by a
vhysiclan or other appropriately  Heensed health cars
provider, The accompanying clinical information shonid
be provided by & phvsiciar or other appropriately Hoenged
bealth care provider familiar with the panent’s clinical
problem or question and consistan: with the state’s scope
of prastice reguirements, (ACKE Kesolunon 25, adopied in
2006)

B, A smndard chest examination should include an eract
PA and left iaera) projection made during full inspization,
The examination may be modified by the physician or
qualified  technologist depending  on  the clinfenl
circumsiances (e.g.. when young children are not yet able
@ swand, supine images are performed). Other positions
thal may e used occasionally nclude suping. obligue,
decubitus, or lordotic, Views in EAPIELON Or With nippie
marken may aiso be used, At times & single view, such as
ar anferoposterior (AP o7 PA view i appropriaie.

C. The chest radiogreph should inciude both of the fun
apices  and  coswophrenic angles.  The  midethorms
verieeal bodies and the jef retrocardiac pulmonary
vessels shouid be appropriately defined. The scapylae
shonld be positioned off of the lmgs on the PA view, and
e arms should be elevamd for the iateral view, The
vertebrel  colump  should  be centered  between  the
clavicies. The radiographic bean should he appropriately
collimated w melude the structures listed while Hrmiting

o
o

£ 4 Chest Radtography
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exposure of the remainder of the patient and shouid not
excend the geomenry of the Image recepior,

3. Technical Fectors

T Adults: For a PA ches radiograph, the mean
entranee skin exposure {ESE) should not excesd
8.5 mly per exposure, . and the exposurs fime
should not excesd 40 meec, A high~icloveltage
wechnique (120 w 130 kW) should be emploved.
An antiscarer sechnigne (.8 grid or air gap)
should be usad thar reduges scﬁttsr ot lesst as
mach a5 a 1D grid (preferably 124 arid],
Technigus charts should be posted for use by
lechnotogiste in the radiogrephic room. An
oplimally exposed radiograph should disniav the
lung parenchyma at a mid-gray level,

ra

Newborng, infams, and children: In newhorns
and mfants, & supine chest radiograph s
preferred, For an AP or PA chest radiograph, the
mesn ESE should range from (.05 1w 0.3 Gy
ner exposure. respectively, for a l-vear-old to
atuli-sized patient using 2 200-speed image

recepror. The kVe should be selscted 1o DIOVIGE
adequate contrasy it should range from 25 low as
60 for infants to as high as 150 for adub-sized
patients,

When usmy  high-kvp wehnigues on  larger
patients, a7 antiseateer tschpigue (e, 2., grid or air
gap) should be selected o r'cf.ciuc“ scaftes
equivalent o that afa 100 gric {preferably 12:1
gridi. After esmblishing the correct ,\\-p a5 &
function of patient size. o tbe current sheuld be
selected which makes the exposure time as short
as feasible for fixed radiographic uaits, 1o
minimize pfvnem moton during the expesure.
The sstected mAs and KVp shounid produce an
mage that displavs the hmg parenchyms &8 &
mid-grav level,
E. The following gquality conwo! { OC)  procedures
should be applied to chest radiography:

1. When ihe examination is compieted, the images

should be reviewsd by gualified personnsl, either

a physician or a radiojogic teahinologise.

£ lmages of lgss than opiimal diagnostic quality
should be repeated as necessary. A repegi-rate
prograrm should be part of the QO process.

3. Emeh i or ‘image should be permanentiy

marked with the patient’s npame, identification
nunber, right or lefl side, patient position, and
the daw and the tme of fhe examination,

Labeling the image with the patiens’s date of

birth is stronghy recommendad.

AUN DOCUMENTATION AND REPORTING

Mew umages should be compared with prior  chest
examinations andior other pertinent studies that mav e
availabie,

An official interpretation {final repent) of the examination
showld be included in the pationt's medical record
Reporting shouid ke in accordanas \mm the ACE Practicr
Creideline for Commumicaton of Dagnostc tmaging
Findu

VI EQUIPMENT EPECIFICATIONS

The equipment reguirements include s diagnostic
rediographic unit with 2 romting ancde e and tube
filiratiors sufficient o achieve & half-vatue mver (EVL
greater than 3 mim of ehominom & 100 1 kK¥p. A grid should
be used for adult radiography. Al ieasz a 0] grid
{preferably 2.1 grid) with & minimum of 103 jnes per
inth (stmtiopary} or 80 fines per inch {reciprossiing) is
recommended.

Rediographs shall be exposed omly with  equipment
having z beats-limuting device thet provides reciangular
collimazion.

There should be at least o 72-inch source-image disianes
(81D} o minimize magnification for tounme uprigh
projestions. A 46-imch SID may be used wien clinfcally
necessary (e, suping positioning, infants and Foung
chiidren, immoehilized parients, eto.

The nominal source (focal spot) shall not excesd 2.0 nIm;
0.6t 1.2 mm i3 the recommended Tange,

For analpy swdies, intensifying screems shall be used
Any flim-screen combination with a spzad of at taast 200
may be used.,

Automatic  processing 15 preferable  with earefully
contrefled temperature and maintenance. A congtent fime
and temperanne shall be employed for manual processipe.

Phowstimuelable phosphor  plates  or digital imaging
ischnigues are an accepisble ahternative 10 fim-sereen
radiography, but require curefyi quality contrel. Since
Imeage depradation from scamered radiation is greater with
photstimutable plares than with fim-soreen imaging,
grids may he nesdad for radiographs of small pmients,

VHL  RADIATION SARETY IN IMAGING

Radiciogists, medical physicists. radiclogic lechnologists,
and ali ‘,uae”\”wn;, whysicians neve & responsibiliy w
minimize radiation dose to indhddus patients. 1o staf
and 1o socisty as & whole, whiis maintaining the necessary
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fagnostic imare quality. This concept is known as “as
low as ressonably achisvahle (ALARAY

Faciiities, in consshaton with the medical physicist,
shauld have i place and should zdhers 10 policies and
procedures, in accordance  with ALARA, 1w wary
examination prowenis to ke into ascoum patient body
habims. such as heigh: and/or weight, body mass index or
lateral width, Thz dose redustion devices that are
available on imaging eavipment should be zctive; if not,
manval technigues should be used o moderate  the
exposure while maintaining the necessary  diagnostic
image quality. Periodically, radiation exposures should be
measured and patient radistion doses estimatsd by a
medical physicist in accordance with the appropriate ACK
Technica! Standard, {ATE Resolution 17, adopted in
2006 ~ revised in 2009, Resolation ] 1;

L. QUALITY CONTROL AND
IMPROVEMENT, SAFETY, INFECTION
CONTROL, AND PATIENT EDUCATION

Polivier and muocedwres velated i quality, patient
sducation, infection contol, and  safety  should he
developed and implemented in accordance with the ACE
Policy on Cualiy Conmrol and Improvemen:, Safery,
Infection Control, and Patient Edneation appesring under
the heading Fositon Staemery on GC & impravement
Saien, hyection Comrol, and Potient Eduearion ou the
ACE web page { hitmervewace orefsuidelines ),

The iowest possible radiavion  doge consistent  with
sccepiable disgnostie image quaiity should be used
particlarly o pediatic exeminations. Radiation doses
should be determined periodically bassd on & reasenable
sample of pediewic sxaminations. Technica) factors
should be appropriate for the size and the age of the child
and  should be  determrmed  with consideration  of
parameters such as characteristics of the Imaging svstem,
organs i the radistion field. isad  shisldir etz
Guideiings concerning sffeotive pediatric technice! fectors
ave published I the radiclogical fiterature.
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ACR PRACTICE GUIDELINE FOR PERFORMING FDG-PET/CT IN

ONCOLOGY

PREAMELE

These guideiines are an educational 100! designed o assig
practitionars in providing approprisie radiologic care for
patents. They are nos infiexible rulss or requirements of
practice and are not intended, nor should they be used, to
ssiablish & legal standard of care. For these reasons and
those set forth befow, the American Coliege of Radinlogy
cautions against the use of these guidelines m lngation in
which the ainical declsions of 2 practitioner are called
IR0 question,

The ultimare judgment regarding the propriety of any
specific p*"o"em or course of action must be made by

c physicien or medical physicin i Ight of all the
circumstm*ces prasenisd, Thus, an approach thar differs
from the guidelines, standing along, does not xa%af-‘mmy
impiy thar the approach was beiow the siandard af care.
To the conmary, s consgientous practiffoner  may
responsibly adopt & course of action diferest from thar
set forth I the goideiines when, in fhe reasonable
Judgment of the practivioner, such course of gction is
indicated iy the condition of the patient, Hmitations of
available resources, or advances in knowledge or
echnology subsequent v publication of the guidelines.
However, 2 practitionsr  whe empioys an  approach
substantially diffarent from these guidelines is rdvised to
document in the patient record nformation sufficient o
explain the approach iern.

The practice of mu:zc mvalves not only the science,
but aiso the art of ;ﬁinv with the prevention, dlagnosis,
alteviation, and weawnenr of dissass, The variery and
complexity of humar condivons malee 1 mmpossihle
always resch the mom appropriate diagnosis or w predioy
with verininty & particular TESPONEL O reaument.

Therefore, it should be recognized tha: adherence in these
guidelines will not assure ap aCCurale maf.nom or &
successTul outcome, AU that should he axpected is that the
macﬂnonsr will follow 2 reasossble course of AT

ased On ourrent knowledge, avaiiable resourcas, and the
qeed': of the patiem t© deliver effective and safe medical
care. The sole purpose of these puidelmas is 0 assial
practitioners i achieving fhis objective.

L INTROHICTION

This guideline has been developed by the American
Collage  of Radiclogy (ACR) 1o guide imempreung
physicians  performing pesiron  smission wmograpiy/
computed  fomography  (PET/CTY with fiuorine-i 50,
theoro-2-denxv-Deglucoss (FDG) for sncologic fmaging
irr adult and pediatric patients.

FOG-PET i3 » scintigraphic wehnigus far provides three-
Cim’lf.‘ﬂ‘ilﬂ[’lﬂl 11‘1’30?’3’?’1&1‘1013 a{'}OT the rate of "jliCO’i"’
mewmbolisn in the body and is a sensitive method for

detecting, staging, and menitaring he effects of therapy
for many malignancies. OT uses an external source of
radiation io provide three-dimensional wm agas of the

density of the tissues in the body. C7
miormation sbout the size and shape of organs and
abnormalities within the body. Combimed PET/CT
devices [1,2] provide both the metabalic informarion from
FOG-PET and the anatomic information from CT oo
singie examination, The information obtained by PET/CT
has bzen shown 1o be more accurare in evaivating patients
with ktiown or suspected malignsney than efther PET or
CT alone or PET and O7 obtamed separstely b
mterprated weether [3-] 01
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FDG-PET and CT are proves dimgnostc procedures, The
advantagss of having both PET and T in a singie devics
have resulted in rapid disseminaton of this iechnology in
the United States. Technigues for registration and fusion
of images obtained from separate PET and O7 scanners
heve been availablz for several vears and have been
shown tw improve diagnostic acouracy [) P18 This
praciice guideline, however, pertaing onhy 1o combined
PET/CT devicas,

Several issues related o PET/CT have arisen and include
eguipment specifications, image asquisition protneels,
supervision, interpretation, professionsi gqualifications,
and safery. A disoussion of these issues hy representatives
of the ACR, the Society of Nuclear Medicine, and the
Sociery of Computed Kady Tomogranly and Magnetic
Resonance is avaiiable [19,26],

1. GOAL

The goul of PETVCT imaging in oncology is 1o enable the
imterpreting physician w 1) distinguish benign from
malignant disease, 2) determine the extent of disease, )

detect residyal and recurrent wamors, 43 monitor the effect

of therapy, and 53 puide therapy.
HL DEFINITIONS

For the puposes of fhis guideline, the following
definitions apply:

PETATT fusion: The simultaneous display {superimposed
or not} of registered PET and CT image sers, Whean
rRuperimposed, the mage sets are typically displaved with
the PET data cotor-coded ents the arayseale CT data,

PET/CT registration: The process of taking PET and CT
image sets thal represent the same body volume and
aligning them such thar there is & voxel-by-vaxsl march
for the pumpose of tombined image display (fusiond or
image aualysis,

PETACT scanmer; A device that includes 2 single patient
tble for obtaining o CT scan or PET scan, or bath. [T the
patient stays reasonabiy immobile berween the seans, the

PET ané CT data are afigned and can be acourately fused.
. INDICATIONS

indications for PET/CT include, but are not Hmited tw, the

following:

i EBvelusting an abnovmality detecied by another
imaging meficd W dewmrmine the levs! of
metzbolism and the likelihood of malignaney.

2, Searching for an Lm'icnownl_ primary tumor when
metastatic disease it discoversd as the firm
manifestation of conger.

3. Staging pedents with known malignanoy.

4. Monstoring the effect of therapy on known
malignancies,

S Distermintng  if resideal  abnormaliies  on
imaging studies following treatment reprresent
tmor or post-rreaument inflammation, fTbrosis,
OF NECrUsE,

8. Detecting recurrence, especiahly in the presence
of elevated mimor markers.

2. Assisting in meamment planning,

PET/CT does not work egually well for all wmors, A
coRtining review of the literatmre i3 recommendzd o
determine the mosi effective appiicanons,

For the pregnans or powmntially pregnant patient, see the
ACK Praorice Guideline  for fmaging  Pregnant or

Powentially  Pregnant Adolescents and Women  witiy
jowzing radiation.

Y. QUALIFICATYIONS AND
RESPONSIBILITIES OF PERSONNEL,

A, Phvsician

Lo Al PET/CT examimations must be performed
under the supervision of and interoreed by &
physioian who has the follewing gealifestons:
. Cenification in Radiology or Diagnostic
Radiclogy by the Americas Board of
Radiology, American Osteopathic Board of
Radiclogy, the Roval Coliese of Physicians
and! Surgeons of Canads, or Le Coliege des
Medecing du Quebsc: and involvement with
the  ipterpretation,  reporming,  andior
supervised review of 300 PET andior
PET/CT examinations in the pas( 36 months;
15 hours of PET and PET/CT OME (AMA
category 13, at leas: § of which are PET/CT,
and mees the physiclan trafning  end
experience  requirements  of e ACK
Practice  Guideline for  Performing  and
{nterpresing Draenostic LoTmred
Tomography  (CTY, and  the physician
qualifications  in the ADR  Technieal
Stmdard for Diagnostic Prozedures Using
Radiopharmaceuticals.
ar

Mhould incivge cases thal are represenusiive of the follewing
areas: shdomen, chest, nesk, and pelvis. In meedng the
requirements of the ACR Frasies Guideline jar Performing and
gnnste hvsictans who are cerified i the
and have complemd the ACGME appreved nuciear
madicine residency program, can couns up 1w MG hows of
didaciic waioing i OT tovaird sgtisfving the 200 hows
TequIreInent iy the guideling, and 500 07 ¢ ; Led under
physician oualified under the ACH Practioe

for Perfarming wnd Intorpret guie Commpiied
e .

Fomaaraphy.
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Compietion of ar. Acereditation Counci) for
Graduare Medical  Fducation {ACGMES
approved  dragnosic  radioiogy residency
progrem  or  an American Ofweopathic
Association (AOA} approved diagnostic
radiojogy residenicy pregram,  and
mvolvement  with  the wErpreTation,
reporting, and supervised review of 500 or
tmore FET andior PETICT examinations in
the past 36 months; 15 hours of PET ang
FET/CT UME (AMA category 13, at lsast &
of which are PET/C T, and mest: the
physician Training and experience
requirements of the ACK Fractice Guideline
neand Imtemprening Disgnosiic
Computsd Tomography  (07), and  the

physicien  qualifications  in the A0

Technical  Swndard for Diagnostic
Provedures  Lising Radiopharmaceutizais,
or

Certification in Maclear Medieine by the
ABNM or in special campetence in nuciear
medicine by the ABR; and iovolvemern wirh
the  imerpremtion, 'epOTHNG,  andior
supervised reviow 300 PET andior PETICT
sxaminations in the past 36 months, 13
hours of PET and PET/CT OME {ANA
category 1), at least § of which are PET/CT:
aid meels the  phvsician waimig  and
experience  requirements of the ACL
Fractice  Guideline  for Performing  and
Interoreting G Coinpured
Tonmog (LTL o and the  physician
qualifications  in  the ACR  Teghpiea:
Standard for Disgnostic Procedures Using
Radiopharmaceuiicals,
or

Phyvsicians i the certification/reining
categories In 2, b, and ¢ above, but withour
the receni PET or PETOT nvobvernent
specified may achisve the required PETYCT
traning CRpErEnes saeivalen by
completing ang documenting the fullowing,

I Physisian category & 150 PET andior
PET/CT interpretations in & suparvised
siteation,® av lsast 100 of which are
PETICT, and 15 bours of PET andior
FET/CT CME. #t-least § of which T

Accopiohls ways 1 have PET/CT angd 07 sase RIS ETAL
s supervised situation inelude practice-based learming
b visiting feliowship, learming in an interassive live cage
based on conference whers an inferpretalion s vendered apd
then scored or eritigued. or distance learning such s over the

&
Twenliy

enoommleracrive  case-baser  formac siwere B

mrErprelation s renderad and ther seored or aritigued. undsr the
Supervisian or review of phygicians eapertin the fiehd.

PET/CT.  The physician  rraining

requirerments of the ACR  Pracrice

Cuideline  for Ferforming  and
imerprating Ditagnostic Compured
Tomography 01 and the physician
quelifications w1 the ACE Technica!
Standard  for  Iragnostic  Frocedures
Using Raiophermaceutioals must e

i Physician category b 200 PET andior
PET/CT muerprerstions in & supervised
situation, o least 150 of which are
PET/CT. and 235 haws of FET andior
PET/CT CME, at ieast § of which are
POTACT.  The  physician training
requiremenis  of the ACE Fractice
Ouideline  for Performing  and
tnterpraving Dhagmostic Campued
Tomoegrashy (07 and the physician
quadifications in the AR Technical
Swmdard  for Dragnostic Precedures
Usmg Radiophermacevticals must he
met,

i, Physician category ¢ 15¢ PET andiar
PETT tmterpretstions o g supervised
situation, @l ieast 00 of which are
PET/CT. and 15 hours of PET andior
PETACT OWIE, at teast § of which are
PET/CT.  The phiysician  waining
requivemants  of the ACE  Prasting
Gudeline  for  Performin g ang
Interpreting Diagnostiz Campued
Tamagraphy acd the physician
gualificarions in the ACK Teshnicsl
Sandard  for  DHagnostic Frocedures
Usmg Redicphanmacetticals must be
met. '

ar
Physicians not board certified in radiotogy
oF nuciear medicine, 9 not wained in o
diagnostic radiciogy regidency or nuclem
medicing  proer whe  assume  the
regponsibilities of supervising, interpreting,
and reporting PETACT swaminatons, shounid
weet the following criterip: sompleton of an
ACOME approved residency program phus
8¢ hours of PET ang PETICT CME, at ieast
4 of whick are PET/CT. and supervision,
merpretation. and reporiing of 500 PET/CT
cases in @ supervised siwmtion. ln addition,
these physicians must mest fhe training
requircments m the ACR Frapsion iz
for Performing and i wrpretin
Computed  Tomg grmphy (O
qualifications  in the  ACR Teg
Standard for Diaenoste Procedures

Radiophamacentealy,
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and

2. The physician shall have documented rating in
the physics of nuclear medicing and diagnostc
radiology.  Additienally. the physician  mus
demonstrate  alning  in the pringinies of
radiation protection; the hazards of radiziion
SXPOSUrE 1o patienis, radiological personnel and
the pabiic handiing radicpharmacsuticals, and
the mpprepriste  regulatory  and niomimring
requirements.

and
The physician should be fhoroughiy aeeuuinied
wilh the many morphologic, pathologic, and
physicloghe  radiopharmaceutical  distributions
with  artifacts  demonstraled  on  PRETCT
Additlonally, the supervising nphysician should
have  appropviate knowledge of  abrernarive
imaging metheds. including the use  and
indications  for  general radiography  and
specialized  studiss  such  as angiography,
uitrasonopraphy, mapnetic resotance itriaging
(MR}, and slternative nuclear medicine siudies,
and
4. The physicias should be familiar with padent
preparation for the examination. The physician
musi have naining fnvoand kmowledge of the
propertes of radiopharmaceuticals vzed as well
as i the recognftion and treatment of adverse
effects  of pontrast maserials  tho may by
empicyed.

[ £35S

v

and
The physician shali have the responsibility for
reviswing all Indications for the examination:
apecifving the radiopharmaceutics! dose and the
wpe, dose, and administretion rame of amy
conwast materials emploved; specifving imaging
technique  and  protocsl: treating  and
documenting of any adverse reactions snd
relevant patient counseling: inzerpreting images:
generating officlal imerpretations (final repora);
and mamaiying the quality of the images and the
interpratations.

[¥a3

The required quaiifications sef forth in seetion V.4 sbheva
will become appliceble by Julv 1. 2009, Unt then the
physician  should  work  toward ashieving  thess
TEJUITEMENTS N & supervised situation or where exper!
consuliation i readily availabie,

Maintenanos of Competense

Al physiclans performing PET/CT examinations showld
demonstrate evidence of comtinuing competence in the

inwerpretation and repoming of thase examinations. I

competenee s assurad primarily based on CONTRUMNE
experionce, 2 mimmum of 73 examinmions per vear is
recommended in order 0 maiain the physician’s skilis,
Because a physicias’s practice o location mEy preciude

this method, continued compeiency car alse be assured
through  monitoting  and  evatuation  thar  indicase
acceptabiie tpohnical success, accuracy of inlerpretation,
and sppropristencss of evaluanon,

B Qualified Medical Physicist

A Qualified Medical Phvsiclst is an individual who i
comperant wopraciice intependently one or more of the
subfields in medical physics. The ACRE considers
certificerion and continuing education and experienes i
the appropriats subfield(s) w demonstmaie the an
mdividual is competent to practive one or more of the
subfields in medical physics and is & Crualified hedicas
Physizist. The ACR recommends that the idividual be
certified in the appropriate subfield(s) by the American
Board of Radiclogy (ABR). the Canadian College of
Physics in Medicine, ar for MRL by the American Board
of Medical Physice (ARMP) in MEENeTIc  TesoRnEnce
imaging physics,

Tie appropriate subfields of medica) physics for this
sigpdard  are  Diagnostic Radiologinal Physies  and
Radioiogical Physics.

A Cueiified Medical Phvsicist should mest the ACE
Fraciice Guideline for Contmnuing Meadi teation
{CME:. (ACR Resoiution 17, 1996 — revized in 2008,
Resolution 7)

The medical physicist or  aiher qualified sctentist
performing services in suppert of nuciesr mwedicine
facilittes shouid meet all of the following criteria:

1. Advanced training directed ar the specific arga of
responsibiity  (eg., rediopharmacy. medical
phivsics, health phrvsies or instrumentation).
Licensure, if required by siare reguiations.
Dotumented regular perticipation in comtinuing
education in the area of specific involvemenr m
makEain cernpetensy .

4. Kaowledge of radiaton safery and protection
and of all rules and regularions applving to the
arza of proctice.

a2 g2

C. Radiclogic and Nuciear Medigine 7 ‘eeiinclogis

bee the ACR Practies Guideline for Performin
Infemreting Disgnostis Compured Fomography
the ACR Technical Standard for Diagnosie
Using Radiopharmacenrical

Procedures

Represeniatives of the Sowiety of Nuciesr Medicine and
the American  Society of Radinlogic  Technologiss
[ASRTY mer o 2000 1o disouss the oeinmg  of
fechnologists for PETACT. The rocommendations from

tar consensus conference end the pians Tor waining
reshnologisie for PET/CT are given in [Z11. A5 e

P
comseguence of tw conference and ensving educational

-
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recommendeiions,  crossoaining and cContmuing
educazional programs have been developed to educate
rediologie, radiation therapy, mnd nuctear medicine
technologians in PET/CT fusion imaging,

The Nuclear Medicie Technology Certification Board
{(NMTCB) has developed & PET specialty examination
that is open to appropriziely sducsred ang trained,
certified, or registered puclear medicine teo hmologisg,
registered radiologic technologists, CT iechnologists, and
registered radiation therapists, au eﬁncd on the NMTCE
Web site (wwwmnich.org). The American Regisry of
Radiclogic  Techmologists (ARRT) offers a OT
certification  examination  for  qualified radlologic
tachnolegists and allows certified or registercd nociear
medicine technologisis who have met the educational and
raming requirements to take this examination. Eitgibliiy
criteriz. are Jocated  on e ARRT  Web  siie

{wwrie arrtorg).

Wi, SPECIFICATIONS OF THE
EXAMINATION

A, The written or slectronic request for an FDG-PETAT
examination should provide sufficiem informarion
demonstrate the medical nacessity of the examination and
aliow for its proper performance and interpretation.

Documentation that satighies memcai necessity includes 1)

Eigns and symploms and/or 2) relevant history {inchuding
known diagnoses). Additiona! information regardng the
specific reason fov the examination or 2 provisional
drgnosis would be heipful end mey a timsas be neaded 1o
allow For the proper performance and imerpr'emﬁion of the
eXETLInaton.

The request for the examination most be originated by
physician or other appropriately licensed health care
provider. The accompanying clinical information should
be provided by & pm'ﬂ'v‘m, or ather appropriately liconsed
nealth care provider fhmiliar with the patent's clinical

probiem or question and consistent with the siate seope of

“

practice requirements. (ACR Rasohutiog 33, adopted
20065

See the ACHE Pragice Lstafuenm for the Performance of

Compuied (Jmm‘*’anh\ T of the :;zv*s.a..mnm. Heud
aned antdd Children, the ACE Prastice
Guideline for the Performanes of Pediagic and
Thorasic Computed Tomograpty: (O

{7y, and the
Fractice Cubded rformmance of Comm

:

Abdomen  and  Compuisd

11

-~

Seations VI B, O E, F balow have besp copied from an
article i the Jownal of Nusfeor Medicine Tectmolom,

Te

“Procedurs Guidelne for Twpor Imaging with

w;a»rmzsmon from the Sociery of

B, Patient Preparation

The major goals of preparation are w minimize trace:
uptake in normal issuves, such as the myocardium and
skelzwal muscle, while malmaning uirake in targst fissues
tneoplastic disease). The preparation should nelnde, b
0ot e dimited o, the foilowing

L Pregnancy testing when appropTiate.

2. Fastng Insruction and no aral or imravenous
Tluids comuining sugar or dextrose (4 o 6
hours).

Serum glucoge anajvsis immediately prior to

FDG administration.

4, I—ivd'-atim {& iloop divrstiz, without or

Bladder} catheterization, may be used w0 reduce
accumulated  urinary  tracer activity i the
biadder.

5 heeping the patient in & warm room 30 to 60
minutes prior o injection andé umil fhe tme of
FDG mjecuon 1o help minimize brown fm
uptake. Lotasepam or diazepam given prior to
mfection of FDG may reduce uptake by brown
adipose dsses or sketetal muscle, Rets-blockers
may alse reduce uptake by brown fat,

6. Focused history regarding diabetss, recent
exercise, dawes of diaonosis and rreatments.
medications, and recent irawms or infections.

L9

T Radiopharmaceutisal

For  aduls, the amoum  of radiophermeceutical
administered shoeuld be 370 10 740 MBg (10 w0 20 wmCiy
and for childran. 510 w 7.4 MBokg (014 to 020
mlifkg). The radiopharmacesticsl shouid be infecied at &
site contralaieral (o the site of concern, Witk PET/C T, the
radiation dose tw the patient is the combination of the doge
from the PET radiopharmaceutical and the dose fom the
CT portiar of the study.

. Protocol for OT Imeging

he PET/CT exemination con be parformed either as a
diagnostic PET/CT scan with the O7 scan obtained for
atenuation correction and anatomic cormlaton or 4 s
ciagnestic PET scan and an optimized C7T scan, wiﬂ' o
witholit contrast., if & diagnastic C7 sean is requesiad, the.
CT protecol sppropriase for the body Togionis) rocumtfsd
stiould be used "Lf the CT sean is obwained for anepuation
SOmECnon and anatomic correlation, the OT DETEM SIETS
should be sef to minimize patient radiation dose, wn'%
still emsuring vhar the OT fmages are of sufficient quality
w aliow fol acgurate  anatomic  correlation of PET
findings.
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For the dizgnostic C7 sean of the shdomen andsor paivig,
an bnralumina! gastromtestingl contrast agenl may be
admiiswersd to provide adeguar visvalizaton of the
fastointesting] wact unless medically contraindicated or
unnesessary {or the ciinical indication. This may be B
positive  contrast agent such a5 dilue  beriem o
Gastrografin, or @ negative contrast agent such as water,
Highly concenrated bavium coliections mey result twoan
sienuation-correction. ariffact that leads o a significant
overestimation of the regional FDG concentration [23n
diime bariww and oral iodinated agents cause lasg
overgstimation and do ot impact image quality 2326

When indizared, the CT scan can be performed with
intravenous contrast material using appropriate injection
teolmiques.  High  intravascuiar  concentrations  of
intravenous contrast egenis may CaUSE un amEnuAtor-
correction artifact on the PET image [27, 281, e the
impact is limited {24,29].

PET and CT findings should be corrsiated with cach
other. Clinically importamt findings on the CT sean ghoid
be reported.

Breathing patterns during O7 acauisition ~ for BETICT
the position of the digphragm should mareh 23 clogely &5
possible on the PET emission and the CT transmission
images.

E. Prowoeol for PET Emission Imaging

following radiopharmaceurical injection. Emission image
acquisition dme varles from 2 fo 5 minutes or longer per
bed position for body imaging and it based on the
administered  setlvity, patieni body weighi, and the
sensitivity of the PET tomograph {(as determined iargely
by detector composition and acouisition methed)

Emission images are obiained at least 43 minuies

Semiguantitative ssdmation of wmor ghucose mebolism
ustng the smndardized uptake value (3UV) is based on
redative lesion radioactivity measured on images corrected
for attenuation and normalized for the ijected dose and
bedy weight, lean body mass, or body surface aren. The
acouracy of SUVY measorements depends on the ACCUTRGY
of the calibation of the PET tomograph, among other
factars. The reproduciuiiity of SUV  measurements
depends on the reprodusibility of elinical prefocols. and fs
zfiected by dose infilrration. €me of Imaging after FDG
administration, type of reconstruciion aigorithme, type of
atrenustion maps. size of the regivn of inierest, changes in
uptalee by organs other than the tumor, methods of
anaiysis (€.0. mex. mean}, e, This messtrement is
performed on & swmtc emissien image wipieally acguired
more'thasn 45 minutss postiniection.

A change of mmensity of upralee with SEmguanttatve
megsuremients, expressed in absolute values and percem

change, may be appropriate in some clinical scenarios,
However. the technical proweot and snaivsic of images
need 10 be more consistent in e two sets of images,

F. Imerpretatcn

With an integrated PET/OT evstem, fypically the sofiware
packages provide registersd and aligned OT unages:
FDNG-PET images and fusion images i the axial, coronal,
and segitta] plenes and magimum-Intensisy -projection
(MIP] images for review in the 3D-cine mode. FDG.PET
images with and withont attenuation corraction shouid be
evailabis for review,

Norma! and variable phvsiologic uptake of FDG can be
SRl 10 some exiem i every visbie tissue, including the
brain, myocardium (whers the uptake i significani in
some patients despite prolonged fagring), breast, lver,
spleen, stomach, intestines, kidneys and wrine, muscle,
hymphoid tissue {e.g., tonsile). bone marrow, sadivary
glands, thymus, uterus, overies, tesies. and brown adipose
Ussug,

On whole-body seans, stdies have shown that FDG-PET
imaging of the brain is relatively inssnsitive for detecting
cerebral  metastases, partiglly  relsted 1o the  high
physiclogic FDG uptake iy the gray mater,

Although the patiern of DG uptake and specific CT
findings as well as correlntion with history, physical
examization and other imaping modaltivies are usually the
mest helpful in differentizning benign from malipnant
lesions, seri-guantimrive estimates (e SUVY may also
be of vadus, especiaily for evaiusting changes with time or
therapy .

Processes other than mabignancies may cause faige-
positive and false-negative resubts, The followng s,
althongh not ali-inciusive, inciudes the most commaniy
cnotuntersd cauges:
1. Faise-posittve findings
& Physiclogic uptake that may lead w0 false-
positive interpretations
o Bafjvary glands and ivmphoid tissue in
the head and neck
+  Thyrowd
s  Brown sdipose tissue
& Thymus, especishly in children
= Laciating breast
e Arzols
&  Sketeral and  smooth  mug
marked with hyperinsulmemia’
e Gastroumestinal {e.g.. esophagus,
stamach, bowsl)
= Urinary  maa structures {comtainmg
excreted FDIG
«  Female ganiial tract (e.g., merus during
IMeN3es, Corpus Hiewm ovst)

fmors
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b Inflammatory processes

o

&
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-1

0

L

&

t

&

&

Postsurgiosl
r‘r‘;i“l‘*mmatian*’iﬂf'ﬂctionf'imnatcma
biopsy site, arnpation site
l*ostracilanon {e.p., radiaion
preutonitis;
Posmhamc;thamv

Loce! mflammatory dissas
granulonaions processes {g.5.,
sarcoidosis, fungal and myaobacterin!
diseass}

L especiaty

T

Ostomy site {e.g., traches, colon’ and
drainage fubes

injection site

Thyroidiis

Esophagitde,  gastrins, inflammatory
bowel diszase

Acute  end  oceasionally chronie
pancr‘ﬂm‘;tis

Anute sholanglits and choleaystits
C}steomyelms, recent  fracture  sites,

Joint prostheses
Lymphadenitiz

Benign neopiasms

Pituitery adenoms

Adrenal adenoma

Thyroid follicutar adenama

Saltvary glands wumors {c. .. Warthin's
plé:emorphih adenoma)
Colonte  adenomatous
villous sdenoma

Ovarian thecoma and ovs
Giant cell wmor
Aneurysmal bone oygt
Leomvoma

polyps  and

tadenoms

<. Hypearpizsie/dysplasia

¢ Uraves' disease

¢ Cushing’s disease

= Bone marrow hy arplagia (e.z. anemia,
cyioking therapy

¢ Thymic rebound hyperplasia  (after
shemotiergpy)

= Fibrous dysplasiz

+  Paged's disease

2. ischemis
¢ Hibematng mvocerdium

L3

i Artifacts

ang T
COTPEGTION

Misalignment betwesy PET
date car cause aMenuation
ariifaces, PET Inrages without
awenuaiion  corvection  and  fusion
imapes can be used o help idenufy
these aritfacys.

inaccuracies CanVertng
notyvchromarie 0T energies to the 511
keV ensrgy of annihiiation radiation can
cause artiiacts around meral or dense
brarium, although thess arifacts are Jegg

___!

rom
¥
!

tommon:  with  pewsr  conversion
algorithms,
& False-negative findings
Small size i< 2y respluton of the
swatem)

¢ Tumor negrosis

»  Recent shemotherapy or radiotherapy
o Recent high-tose sweroid ther any

»  Hyperglyeemia and hyperinsulinemia

©  Some jow-grade tumors (e.g., Sarcoma,
lymphoma, brajp T

< Tumorr  with larye mucinous
componsnts

¢ Some  hepatgosliular carchiomas,

sspecialiy well-differentiated wrors

¢ Some genhtourinary carsinemas,
espacially weli-differemiated iumors

f o OIbsiate carcmoma,  especially weil-
differentiated twmors

*  Sonte neuroendoctine mmers,

especially weli-differensiated twmors

s Some thyroid carcinomas, esprcially
well-differentiated tumors

= Some bronchioloaiveclar CArGHIO M AL

= Some jobbiar carcinomas of the bre eas

= Some skeisig! metastases,  espesially
osteoblastic or sclerodic twmors

< Some osteosarcomas

ViL EQUIPMENT SPECIFICATIONS

See the ACH Techmica nzzmhm‘ for

Medics] Nuaclear

Fhysics Herformance Monip of
Eguipment, the ACR  Practoe Ciuigefine
Perfbrmance of Computad Tomegrmpby (OT) of the

Exmacrantal Head mnd Neci
ACR Practice Guidsiine for
and At

in Aduls and Children, the
e Performance of Baginmie
Thoragic Cor ed Tomogranky (07

¢

ACK Pragtce Guideling  for  the rerfompance  of
Cunpured Tomography {(CT1 of the Ahdames and

Computed Tomography (O73 of the Peivic,

A, Performance Guidelines
For patient smaging, the PET/OT scanner should meet or
exeeed the foflowing specifications:
1. Forthe CT scanmer
a.  Spiral soan
prefarable;
b Bhee thickness and coliimation: wEomm {
R i preferablel
Limning spatial resolution: »& insemy for =
om dispiay field of view (DFOY
Ipfam for <24 om DEQV
2. For the PET scanner
a.  ln-plane spatial
bl Axial resolution:

o Bensivie (3D)

trer <3 sec s

sec {2

5]

rEsoiulIon:
6.5 mm

™
¥

1‘

8
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4. Semsivivity {2000 1.0 eps/iBy
=, Uniformin <5%
3. Forthe cambined FET/CT scanner
& Mesximum eo-scan range [CT and FET)
16l o
b, Maximum patient weight =350 Ih
o Pattent port diamreter: =39 am

3

B. Approprime emergsncy equipment and medicarons
must be srmediaiely avzilable to treat adverse reactions
asgociated with adminisiered medications. The squipmeant
and medications should be monitored for inventory ard
drug expiration dawes on a regular basis. The eauipment,
medications, and other emergency suppurt mugt also be
appropritte for the vange of ages and sizes in the patent
nopulation,

C. A fusion worksmation with the capability w display
CT, PET. and fused images with differsnt percentages of
CT and PET blending should siso be availabic.

D, PET/CT scamning done specifically for radimien
therapy planning should be performed with & flut table
g, momobilization devices as needed, and the use of
appropriate positioning svstems,

YHI  DOCUMENTATION

A, Reporting should be in accordance with the ACR
Practice Gudeline for Communication of Diagnostc

Trnaeing Findings.

In addition, the procedurs section should molude the doze
of radiopharmaceutical, route of adminiszation, uprake
tme, field of view, patien: posidoning, and baseline
glucose fovel

The findings scction showld incinde description of
ooation, extent, and intersity of abnormal FDG uptake &
relation 10 nomnal comparable tissues and deseribe the
relevant  morpbologic  findiops  related o PET
ampormalities on the U7 images. An estimate of the
mtensity of I uptake can be provided with fhe SUV,
however, the infensity of uptake may be desoribed as
mild, moderatz, or indense or in relation to the backgrommg
uptake i normal hepatic parenchyma (average SUY
weight: 2.0 o 3.0, maxdimum SUV: 3.0 w 4,05 ¥ the CT
scan was  requested and performed as s dizpnostic
exammanon. the CT component of the study may be
reported separaiely, If necsssary o satsfy regulaiory.
admirdsirative, or relmbursement reguirement. in that
cagz, the PETYCT repori can refer 1o the dimgnostie CT
sean report for findings not related o the FET/CT
combined findings,

When PETY/CT is poriormed for monitoring therapy, &
comparison of exteni and inensin of uptake may be

summanized as mewmbolic progressive discase, metabolic

susbie disease, metabolic partial response. or metaholic
complete  response using published oriteriz for these
categories [30].

5. EQUIPMENT QUALITY CONTROGL

PET performance montoring should be in aceordance
with the ACE Technical Swandard for Medicel Nuclear
Bhysice Performance b
the AR Technical Standard for Medioal Nusien
Performanse Monitoring wing Bouipmem

C7T monitoring sbovld be in accordanze with the ACH
Tectvical Bumdard {or Disgnostic  Medica] Bivesivs
Ferformancs Moniwring of Computed Tomography (0T

Eguiprnent.

The guality control (QC) procedures for PET/CT shouic
inclode both the CT procedures and the PET procedares
acoording o the ACR Technical Smndards. The OO
procedures for the CT should include zir and water
cailbrations in Hounsfield units for a range of KV, The
QU procedures for PET should inciude s calibrarion
measuremeant of activity in & phaniom comaining a known
radionuclide concentrarion, generallv as a funetion of
axial position within the scanner fleld of view. A daily
theck on the swbility of the individusl detectors should
-alg0 be performed to identify detector failures and drifis,

In addition, for PET/OT, the alignment between the C7
and FET scapners shonid be checked periodically. Such &
check should determins an offket between the CT and
PET scanners that is incorporated into the fused image
display to ensure accurate image alignment.

X RAMATION SAFETY IN IMAGING

Radiciogists, medical physicists, radiblogic technoiogists.
end all supervising physicians have a responsibility
mimmize redizion dose fo individual pasients, to sl
and 1 society a5 & whole, while malutaming the NECESRarY
diegnostic image qualivy, This concept is known as “as
iaw as reasonebly achisvabie (ALARAYL”

Pacllities, in consultatien with the medics) physicist
shoulé have in place and should adherz w policies and
provedurss, in  sccordance with ALARA, 1w vary
examination protocols to take into acoout: patient nody
habitus, such as height and/or weight, body mass index or
lateral width, The dose reduction devices thet are
avaiighle on imaging equipmen: should be zerive, i not,
manual fechniques should be ussd o moderare the
exposure while maintaining the necessary disgnostic
image guality. Periodically, radiation exposures should be
measured and patient radition doses estimated by &
medical physisist in accordance with tha appropriate ACK
Technical Standard. (ACR Resohstion 17, adopted ix
2006 - revised in 2009, Resolution 117

& JFDG-PET/ICT
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XL QUALITY CONTROL AND
IMPROVEMENT, SAFETY, INFECTION
CONTROL, AND FATIENT EDUCATION

Policles and  procedures related 1w auality, prtient
sducation, infection control, and safety  should  be
developed and mmplemenied in accordance with the ACR
Policy on Quaitty Conmo! and Improvement, Safety,
infection Conmrol, and Patiert Bducetion appearing under
the heading Position Statement on OC & mprovemen,
Safery, Infeciion Comrol, and Patiern Education on the
ACKR web page [ hu:m:/fwww.dcx argfeuidelines).

{n ab ;wdm*m patients, the lowes( exposure fasiors
should be choser thar would produce mages of diagnostic
guality

For specific lssues regardimg OT quaktty control, see the
ACE Fraguics Guideiine for Performing and Inierpreving
Magnostic Compused Tomography (T

For specific issues regarding PET and PET/CT quality
sontrol. see section IX an Equipmeant Cruality Contral,

Eguipment performance monftoring  should  be in

ry

aceordance  with the ACKE Teshnioal Srmndard Tor

DHagnostic Medical Physics Pecformancs Moni oring of
d

Lompueed Tomography (07 Bautpmeant.
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Exhibit E

American College of Radiology September 2002
Statement on CT Screening Exams
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Full-body scans: Buying peace of mind
This new trend offers patiants fuli-body CT screens 1o detect serious ilinessas e
waiting rooms full of patients with stacks of saan raporis and worried looks?

By SUZAN | LANDERS, amednews staff. Sept, 3, 2001,

Washington -- The newspaper and nizgazine ads are enticing. "A simple 1 5-minute exan
"Why take a chance?"

Radiclogists who conduer the exams, which are actually full-body compused tormograph:
earliest stages of several conditions i asympiomatic patients, The conditions range from
wouldn't be attracted to such a marvelouns procedure that can help see into a patient's me:

But at the same time, this increasingly available Screening practice raises wricky issues th
exarc room and across the health care financing system.

"It's a great concept,” said Sandra Fryhofer, MD), immediate past president of the Ameri:
society of Intemal Medicine. "[But] T don't think we're there vet.” It reminds her of a Ste

care: "Quick, painless and eagy."

The latest series of CT scanmers do lend & sci-fi aspect ie modern medicine. The machin
views of all types of tissue. Targeted CT seans are ireguently used to diagnose many car
pancreatic cancer. CT scans also are being used to detect garlyv heart disease,

.
¢ scans subject patients to unnecessary exposure to radiation or to possibly risky follov
conditions that frequently tumn out o be harmiess,

But many physicians take 2 harsher view of the growing popularity of full-body seans fo

&

The critics look for the large-scale studies that demonstrate the effectiveness of the body
improving patient morbidity and mortality rates. But these studies haven't been done vet

In addition. some fault the expensive screening tests for siphoning off scarce health care
initial scan, which ranges from abowt $800 to more than §1,000, but health insurance oo
necessary follov-up tesis.

Joel Bowers, MDD, is the medical director of MillenmiumSean, a facility that opened its d
months ago, MillenniumScan aiready performs about 18 full-body scans 2 day.

Like most such facilities, which are springing up around the COUNTry, asvinplomatic pati
appointments themselves. No phvsician referral is nesded.
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In its opening months, MillerminmScan has detected early lung tumors, four brain tumo)
cancer and & few abdominal aortic aneurysms.

With the Jess-than-positive news in hend. patients are referred to their family physicians
by Dr. Bowers were confirmed by additiona) tests,

Dr. Bowers is enthusiastic about the effectivensss of the scans. "I've seen a lot of things
who has 25 vears experience. "And time will tell, but] think this has a lot of potential an

Bradley Jabour, MD, a neuroradiologist and CEO of Smart Heart and Health, a preventn
Calif., also supports the use of whole body scans, but with provisos. "If you ensure the a
no-radiation scans, thereby providing a test that is both accurate and safe, why wouldn't
lives when disease is Hkely 1o rear its ugly head?” he said,

Dr. Jabour's faciiity has established criteria to guide patients 1 the most appropriate sca
certain low-risk patients, such as those vounger than 40, those with no family nistory of -

Need for follow-up

The scans do present a conundrumn to the primary care physician confronted by a patient
frightening news.

Dr. Fryhofer had a Medicare patient who came in with g full-body scan that showed sigr
8 gastrognterologist gave her a clean bill of health,

Even if ne other signs of illness are present, & primary care physician cant ignors the go

"You have an obligadon to follow fhrough," Dr. F ryhofer said. "As a primary care phvsi
sure all the i's are dotted and the ¢'s are crossed.”

Paul van Gorp, MDD, a family physician i Long rairie, Minn., said the scans mizht hely
1 - fad = s
earty, and Hkely more curable, stage. But e sees problems.

He sees the likelihood that manv of the benign conditions detected by the very sensiiive
use will lead to vseless additional evaluations and testing that may cause the patient harr

But he agrees that the findings can't be ignored. "Now vou have an obiective report that -
obligated, because of Hability issues, to chase it." Dr. van Gorp said.

Even good reports can creae a false sense of SECUIITY.
"There are a whole host of health risks that gcans don's touch upon.” Dr. van Gorp said.
comprehensive health assessment thai alse addresses such matters as cholesterol levels, §

detection and such risk factors as immumizations and hifestyle igsues, he noted.

But patients whose scans have not revealed any abpormality may be tempted to forgo an
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Dr. Bowers argnes that his facility works closely with g patient's primary care phvsician
supplemental source of information,

Dr. Bowers also emphagizes thar the body scan i a sereening study and, ike all such sto
that will turm out to be nothing, He compares the criticisms of whole body scans to those
mamimogranky was introduced.

"There were 2 lot of naysavers about mammography who said, "Youre going 1o find all1
ao about it? * Dr. Bowers said. While g significant number of breast biopsies done as a1
be pegative, e noted, “that doss not mean that theyv shouldn't he done.®

Studies now show that the mortality rate for breast cancer has gone down significantly, b
Dr. Bowers also said follow-up tests are not necessarily invasive, "Very often, you g0
In many cases, is either not invasive or minimally invasive," he said, For example, the n
to have brain tumors was an MRL not brain SUTEETY.

"1 don't thinle 1t iz & valid argument to say that just because vou're going to find many thi
noniethal, that we shouldn't do 12" Dr. Bowers said. "It's up to physicians to attack whar

FDA concerng

The Food and Drug Administmation i keeping an eye on full-body scanning, although
mace. The agency has only limited power over the use of the scanners.

"We can address improper claims being made for a particular plece of equipment,” said
physicist in the FDA's Center for Devices for Radiological Health. "But once 2 physicia
lot the FDA can do about how the individual physician nses that deviee,"

FDA concerns center on the lack of scientific data or evidence that the scans are useful. '
the benefit to the patient? There are really no studies that show that they help that much,

Another problem, he added, is that many of the scans are done without the use of ay inje
that better accenmates the difference between normal and abnormal vissue, thus raising t
scan 18 not the begt,

Meanwhile, Robert Smith, PhD, directer of the Ammerican Cancer Societv's creening pro

tssue. "H's 2 waste of money and & bad ¢ ca," he said.

i

As cutting edge as the technigue seems, we do net know whether this test is even as go
tests that have been around for a long ame," he said.

While CT scans hold promuse for dragnosing colorectal cancer and lung cancer and dete

Smith wonid rather see those scans rerformed as stand-alons tests and then only when 1
person 15 at risk for & disease.

AtpL/ i Www . ama-assn. org/amednews/ 200 1/09/ (3/hlsa0903 htm 8/17/2011
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And Robert Stanley, MD. chair of the Dept. of Radiol ogy at the University of Alahams-

mistake for radiologists 1o be offering the scans 1o asymptomatic, healthy adults.

in April, Dr. Stanley used his bully puipit as 1 resident of the American Roentzen Ray S
v 3 E ]

take responsibility for giving sound advice and for selecting the appropriate peonle to sc
argument that people have the right to spend their money on the costly procedure,

"But guess who starts paving for biopsies and foliow-ups? t's the health insurance comy
szud. "Once the normal, average person is told there i 2 noduie in their lung that could b
when they were 20 vears old - and now they're 50 - or it could he g VEry Sarly canper -
person’s response? No. 1, they'd get anxious, and No. =, they'd want something done abe

D, Jabour has a different view. Using the example of mammography's effectiveness wit
way, it's going to prove that when people get older. they will be more likely to have dise
and, rather than waiting for the sympoms of those diseases, there will be staristios that ¢
many lives. it's pretty much common sense."

ADDHTIONAL INFORMATION:

ACK votes thumbs down

The American College of R&di@l‘ogy‘s po_sitipg statement on. total body CT screening:
"The American College of Radiology (ACR), af this time, does not |

scientific evidence io justify recommending tolal body compuied to;
screening for patients with no svmpioms or a family history sugges,
"To daie there iv no evidence that rotal body CT screening is cosi-effective or is efi
addition, the ACE is concerned that this procedure will lead 10 the discovery of nu;

ultmaiely affect patients' health, but will resuls in increased patient anxiety. unnec
and treaimenis and wasied expense.

"ACR will continue io monitor saieniific studies concerning this procedure. ”
. &

-~ Sept. 2000

Seanming the promises

Excerpts from ads and Web sites promoting full body CT scans:

» People are taking more responsibility than ever for their own b
is absotutely critical for good health,
* Bring a friend with vou and receive $30 off hoth scans.

o Ag

AN

§
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een on "Oprah.
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* Thirty minutes can save a life, your owr.
¢ Enhances the annual physical into the 21st century.

Wablink

e R [P L o S S S | [N F S R
Amencan Collevs of Badiojooy (http://wwrw.acr.or ey

LEE

samgricen Roertgen Rav Seclety (htp//www . arrs.org/)

socigr of Cardiovascular and Interventiona! Radioloey (http:/Awrerw . sevir.org/

Copyright 2001 Amencan Medicsl Assnciaion. Al sighie rezarved.
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Screening in the Dark: Ethical Considerations of Providing
Screening Tests fo Individuals When Evidence is insufficient to
Support Screening Populations

ingrid M. Burger and
Johns Hopkins Bloombery Schoo! of Public Heaith

Nanoy £, Kass
Johns Hopkins Bloombarg Schoo! of Pubiic Health, and Berman instiiute of Binethics, Johns
Hopkins University

Abstract

During the past decade, SCTEENiNg 1eslE uaing commuied tomography {CT) have disseminated ingo
practice and been marketed to pauents despite neither conclusive evidence nor professional
agrecment about their efficacy and cost-effectivenass at the popuiation level. This phenomenon
raises questions about physicians® professional roles and responsibilites within the sefiing af
medical innovation, as well as the: appropridte scopo of patien! avtonomy and access io unproven
soreening technology. This aricle expiores ow physicians oughs to-respond when new screening
examinations that lack conclusive evidence of overal! population benefif emerge in the
marketplace end are requested by individual patients. To this end, fhe article considers the patire
of evidence and how it influences decision-making for sereening at both the public nolicy and
ndividual patient levels, We distinguish medical and ethical differences between screening
recommendse for 2 populaiion and screening considersd on arn individual patient basis. Finally,
we discuss specific cases to expiore how evidenee, patient risk factors and preferences, and
physician lndgment ought to balance wher maicing tndividual parient screening decisjons.

Keywords

computed tomography; decision-making; evidence: ethues: professionalism: screcning

Irming the past decade, SCresning fests using compuied womography (CT} have disseminated
into practice despite neither conclusive evidence nor professional agreement ahout their
efficacy and cosi-effectiveness a¢ the papulation Jevel (United States Preventive Services
Task Forge (U8 PETF} 2004; Hillman 20032; Dles et a). 2008; Kalish et al, 2004: Lee and
Brennan 2002; American Collzge of Radiclogy [ACR] 20045, These streening tests ofien

mvolve CT seans thar zim to derect specific diseases, such ag chest O to detect iung cancer

Copyrigin & Tavior & Francis Group, L0
Address correspondence o Ingrid M. Buryer Untversity of Califarnia, San Francisoo, Depariment of Radiclogy . 505 Pamassus Ave,,
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in smokers or CT angiography 1o detes: corsbrs) ansurysms, Additionally, who]:ﬁ-bec’zy CT
SCTEENINE EXALRANoNS &Iy 10 search for a wide range of possible diseases. Screening CT
tests are directed at epparently bealthy adults, who may have rigk factors such as smoking or
family history, 1o detec disease that has not yet produced symptoms. The hope is that oy
detecting such diseases al cariier stages, patient outcomes will j mprove and reatment wiil be
iest costty than if detected 2t a lmier stage.

The primary goal of population-hased sc SENING 16 10 Gecrease disease-spesific mortality
(Bliack & Wsleh 1997 Kopans of al. 2(}@«' Morrisan 16923, Most CT sereening tests Jack
sufficient evidence GemonSrating reduction in population mortality and are nos
recommended by professional societies as poptlation-hased s sereening wois (Administration
2002; Councit on Scientific A fairs 2003; Foree 20045 Radiology 20047, Nevertheless,
meany individual pbysicians and physician groups offer a variery of screening tests, at Himes
maErketng sersening services dircotly 1o congumets (Tles et al 2004}, Indeed, pater

generally seek these tests themselves and. in certain instances, obiain soreening tests vithoui
& physician’s referral (“patient self-referral™).

I an era that promotas evidence-based medicine and cost effectiveness, the marketing and
diffusion of these CT screening examinations inte curreni prectice before rigorous empirical
evaluation ralses concern, Image-based SCresting teste carry important risks for parems OT
=Xposes patients to radiation. and high falee positive rages may iead fo invasive, risky. and

costly foliow-up procedures. Further, the detestion of psendo-discase-—that is, cancers that
grow so slowly that they never produce SYTRptoms or impact & patient’s health-—Ieads o
interventions and weatments that provide no medical bensfit and may pose significans rigk
{Black and W eleh 1993 Makm 1999 Welch 1996, 2001, 2004 41 Those supporting widaly
available CT scresning. however, argus that the benefits of early detootion ourweigh these
risks. S'LLI}DD“'E(T"Q also consider that patients ought to have access 1o new screening
imnmiaﬂ tn the pursuif of preventive healthcars, sither with or withowt & physician’s
referral, and. should be abie 1o decide for themselves if the ber nefits outweaigh the zl,s}\n

without waiting several vears for the resnits of tgorous efficasy studies (Brant-Zawadzi
2090, 200022, Henschie of al. 2006, Siedt 2004,

The earlv diffusion of CT screening tests into practice raises {questions about physiciang’
professional roles and responsibilities within the setting of medical inmovation. as well as the
appropriae scope of patern: autonomy and accass to unproven medical lechnology. The
purpose of this article is to expiore how physicians ought o respend when new screening
exatninations that lack conchusive evidence of overali population benefit emerge in the
markemplace and are requested by individual patientz. To this end, the aricle beging by
considering the natre of evidence and how it influencas decision-making for screenmg at
both the public policy laval and o7 the wve; of the individaai physician and patient, We
distinguish imporiant medical and ethical differences hetw een soreening that is

ecommended for a population, and screening that may be considered on an individuai-
pelient Dasic when population screening is nor yel recommended. Finally, we discuss several
mﬂcvnc cases 1 orger v explore how evidence, pavent risk. faciors and prefers ences, and

paysician judgment cught 10 balance when making individual patient screening decisions.
We shall argue that under most circumstances, physicians should discourage individus)
PAient 2CCRSS 16 SOYSEIINgE AN AMINAtions prior to conclusive svidence and professional
suciety endorsernent of population-based scres ning, However, there mav be cartain

cireumstances under which it could be appropriate 1o screen pavenis, provided that wel-
comtrolled observationa; muama have established the possibility of sarty detection, patients
have well-defined risk fastors for the sereened disease, patients greath value ser SETINRE
informaticn, and physicians beliove the benefits m ay outweigh the risks for particulay
patients.

A Blaeds, Author manuserymn svailabic m PMC 2071 hme 13
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While our discussion will fosus on the diffusion of CT sereening rests, mary of the 15sues
raised by these particular tasis can he genershized to other areas of medicine wheare now
rechnology is inroduced and markered o penents before conciusive evidence and
professional agreement exist about it beneflt to populations.

Vd-HiN

THE ROLES AND LIMITATIONS OF EVIDENCE IN GUIDING DECISION.
MAKING

Traditionat principles of madicai ethics, including baneficance, sHtonomy. and justce
(Beauchamp and Childress 20003, help nif'El"")l&tu the moral force of groumds Mg treatment

oy

=

e

e decisions In evidence. Asheroft (20047 writes that advocates of evidence-based madizine
= (EBMT,

-

= ¢an generaliy be characterized ag having a strong ethicsl senge of the mpo'tance of
T avoiding unnecessary harms to panents and improving health care in the inierects

of the general pood .. Thig apDroach had a strong ethical imperative behind it
roated w concern 1o do no harm, to do one's best for one’s patient, and 1o do so
Justly by eliminating waste (1315,

Physictans are entrusted with ;’:rommmf the well-being of natients by recommending
trearments that are on balance bensfoisl, Proponents of EBM asgert that onky well-designed
climical trials ean quantify the risks and benefits of cerrain reaments o a tevel of sufficien:
aeouracy, enabling phvsicians and patients to onderstand and choose the best course of
reatment. Further, evidencs regarding the outcomes of Trcamemk awlzca to wall-defined
groups of patients can guide nolicy makers i their efforts o optimaliv allocars resourses, in
turn impreving distrisunive justice in the healtheare s;ysmm,

While there ars srrong ethical reasons 1o ground both healh policy deeisions and individus]
patient care decisions in evidence , great variability exists in the strengih of evidence for tesms
and th erapaf“s in medicne. The Lrammona1 Slevels of evidence” in EBM, ranging lowest
highest, inciude expert opinion, single case reports, unconmolied nace SETiSS. case senes
using storical controls, controlied obser varional swdies, and fnally randomized controlied
trizks (RCTs) (Cochrans. org: Meaking 2002). For seree ening 1ems, the level of evidence
Droduced by pamcum' sty designs has imporans mplications for screeni ing decisions. For
example, observational studies, namely case-control or cohort studies, that controf for
relevant variabies in the soreened and non-sor sened groups may re uabh? demonstrate that g
screening test detects disease at an eariier stage. Imparantly, bowever, increased detect ton
of earjy-stage cancers and profonged survival represent intermediate endpoints that may not
tramsiate into improved mornidic v and mortality for the screened population. Ommrvrﬁlmnaj
designs are subject to the offects of lead time, length time, and overdiagnosis biases, and
cannot answer the question of whether or not SCTeeming improves overall popuiation
cutcomes, such as disease -specific muuan[\' considersd i be & mope uporant endpoin
{Black and Welch 1087,

1UISIUB I oWy Y- N

RCTs e considered the nighesi level of clinical evidence {Pocacic 1983), and are of
pariicuiar unporance for evaluating screening tests: }\\ CT designs avond tmportant biases

and can provide valid information about wheth proves disease-specific mortality in the
sergened popuiztion (Black and Weloh 1897 Ta“ vaiu_ of ROTs has been demonswrared via
numercus e».umpw In recent history of procedures and devices that were developed and
disseminated mo practice, oniy later w be shown in randemized ciinieal trials to he

HOSDUBY IOyl ity |

R~
B

mortaiin: are disungy ideas, measired o different wave, Survivai SOshics arc heter
wedrnens of known disease., wheroag mot Lai}!\f 15 batper surted w HICasUTing e QUEtames
el wrarisyics. montalrty Maasuronents are rEstant i the miases described Dreviausy i 1exe
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meffective or harmful (Cohb & al, 1958 Dimond &1 2. 1960 Grou up 1983 Meilo and
Brennan 2001} Unfortunaely, ROTs of sereening vests can requirs Lfmur.cmcz of patlents,
vears of follow-up, and hizh 2ost 1o complete, A rece ent example s the National Lung
Sereening u'la“= E'NIFTJ, sponsored by *h“ National Cancer Institute (Bethesda . MIY, e
evajuale thie benefit of ‘screeming smaolcers for mw;_ cancer with chest CT. The NLET has

nrolied 30,000 patients, wili take a total of & ! years to complete, and costs approximately

] 'on (Black et al, 2004: Hillman 2003b; Sunshine and Applegate 2004; Swengen o

- Assuch, it is noy practically feasible o conduct an RCT o evaluate every new

Seresning test.

G

The fevel of evidence for various wmits or therapies influences the gy ength and nature of
policy recommendations, mcluding population-se eening guidelines, For oxampie, the US
PSTF and the Physician 't Data Query (PDIQ} databass program have hoth davel loped
methods for evaluating the scientific evidenes benind various preventive medical servic
such ag sereenmg tests (Franco ef al. 2002}, The US PTF formulates recommend ations ‘.’
variable strengths depending on the grade, or quality, of evidence. and irs recommendations
ars considered the “wold standard™ for PIEVERtIve services such as screening {Harris e .
2001; Woloshin ef al. 2003 Woolf et al. 19961 According to the TUS PSTF model, a
screening test for which r\fei: aaa:gned I\CTq demonstrate nopuiation benefit, Le, “level ]
svidence.” mav mansiats io & ‘grade A recommendation that (rere g a‘smm evidence i
suppaert screening. Simila 113' a sereening test for which there are well-desipned
observational studies, such as a non- randomizuo cohort or case-control studies, |e. “leve] IF
evidence,” may transizre inmw 2 “grade B grade I" recommendation that there s f:*t"hcr
fair or msufficient evidence. respectively, (o suppart the tear (LS PST 20072 Barris et 5

20013

1UDSIUER 10y Y LTk

or *

While these formalized connections hetween evidence and clinical guidelingsihealth policy
exist, & subset of phvsicians and entreprengurs have marketed CT screening iests directly 1o
COnSUmers hefo re higher-level evidence and professional endorsement axist. This
phenomenon raises deeper gquestions about how evidence ought o playv & roie in two v wypes of
c'ec&siommahmg regarding sereening: 1) public policy decisions and practice guidelines (o
recommend screening for & particniar popuiation. and 2) individua) decisions berwaen a
physician and parient regarding screening, To this end, we shaij explore the medical and
moral differences between sc reening activities that are recommended for speciic
ponulations, such ag mammography for women older than 50 years, and those that have not
been recommended for populations but are nonetheless marketed 10 or requested by
individuat Datimts, such as lung CT screen Ing in smokers. The Tollowing naragraphs
articuinie these differences and explaii wity they may allow differant evidencs
Fequirements,

diinstuepy oljiny Wd-HIN

Population-Basad Screening, Epideminiogical ! Characteristics Ethical Foundations,
Evidence Requirements
Population-based sereening is & public health activity. Morrison ( 1992} has defined
population soresming as;

& systematic testing of asympiomatic individuals for preclinical disease. The
PUrpose 1s 1o prevent o delay the development of advanced disease in ihe subset

patiants with i precliinical disease through early detection and reatment (4

Cole and Morrison (19807 further specified the objective of cancer scresning 2s “to re aucs,
me*mam and mmmm» Trom: that cancer among persons sereensd at a reasonable cost
{1263} Most popolation-hased !

WHLOSHURY 1510 V- 1N

LTSS TS5 DOSSess cettain defining features: g dissase or
:‘ibik factor to be detectad, o specific population sereensd. & recomme sded nme mierval
between Roreening ests. the SENSITVITY and specificity of the sorezming test and the body of

A Boets, Author manusery svatable in PMC 2071 hane 15
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ressarch evidence conegraing the medical benefh and coseeffoct veness of sereening (Black,
ant: Wejeh 1987 Morrson 10675 b Ubuchowski and coll feagues (20015 have outlined ren
criteriz for effective sore ening that can be used 10 evaluae e utility end approprisieness of
ar imags-based seresning test for o 2 pepilation (Tabie 1)

B

Eopulation-hased soreening tests o e typically endorsed by professional sooieties and
governmernal bodiss, sich as the American Canger BOciery { Atlanta, GAJ, fhe American
Cotlege of Radiclogy (Reston, V4 Al and the US PSTF among others. based upon evidencs
suggesting thar the overal! benefits 1o the target population outweigh the rigks {US PRTE
2004, Hillman 20031 o). Pap smears, mammograms, and colonoscomes ars surrens cxamples
of screening tests recommended for particuler taroey poptlations. Given the great invesimeni
of public resources for pr OmMOolng 2 popuiation-based so TECRIDG examinaion and its
widaspread mnpact on the public's health, the lsvel of evidenpe required 1 suppor
popuiation-based sereening should he high, idealty based upon RCT data Furthermore,
Woolf and colleagues (1995 hes nated,

fie burden of proef Ho demonstrare thar IBErvenions resul in more good than
harm befors recomimending them to the public] is even more appropriate for
preventive gervices [including scre ENIng examinations], which are offerad ¢
essentially healthy persons as son wething “good for them” (514}

Once & screening test is re ceommended, patient and professional groups advocate for

insurance coverage in order 1o provide broater access to screenin ng, based upon the
understanding ihat all in the tar et population are entitled o the bencfits of sereening.

individualiy-Requested Screening: Epidemiotogical Characteristics, Ethical Foundations,
Evidence Reguirements

We define “mdividually requested SCTESTHNG 1e818 a5 fhose Which have not been
recommended at the population level, but which are nonstheiess sought by patients or
offered vy physicians on an ad-hoe basis when etther pary is concerned ahous latent discase
and helieves thai sarly deiection may provide Hife-saving benefitg, Individualiy requested
reening vests lack high-level svidenes of popilation benefit from ROT %, emd most T
seresning tests it o this category. Bxamples inciude lung screening C7 in Smokers, brain
CT angiography (CTA) or 1 magneic resonance angiography (MRA) ) screening for cerebraj

aneurysms, and whole-body screcning CT

The stae of avidence for individualiy requested SCTREnIng =515 varies greatly, from
SCTEenIng examinations with no wa) dam (as for wiole- -body sereening CT) 10 examinations
far which trizls have established that sCTesning detsels disease carli er In its eourse but have
not vl concluded that seres siing improves populalion outcomes (as for iung O7T sere SOINE 1T
smokers) (Black ef al. 2006: Henschice i al. 20067, Mogt CT soreening \am.nmons are not
considerad by professional socleties, governmera? bodizs, or insurers 1o have sufficient
tevels of evidence of popuigtion benefit 1o recommend popuiation screening. In some Cases,
such as for cerehral ansurvam screemng, professions) societies are largely silent and 5o ong
guideltnes do not exigt, In other cases, such as for whole- -body CT seresming, . prof cwona]

socienes actjvely discourage serzening. In the cage of lung cancer seresning, profession
emdelines stare that currenr svigence 1s insufficiens o re commend for or against rouzine

: cancer CT seresning in peopie older 60 Years wiie have smoked for mare than 30) WERTT
(U5 PETF 2008; Strauss 2t al. 2005

“I should be noved s ErOM such &s the TN PSTE does

net alwavs reguire Ko e svidence befire :ec:cmmcnmm & soveenmg

flatial “d.‘ simerrs. for C\d’?"iﬂﬁ are supported by evidence from mumur GRSETVENORA] stches MWaoll e ai. ‘\lﬂ)(;_
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Diespite the jagk of endorsement, 0T SCreening Lests are readily available for use and direct.
to-consumer markerny efforis have encturaged panents w seek sereenty Under such
circumstances, individual physicians and patients need to consider whether seraening is
appropriaie. This feads to 4 more fundamens

Fauestion about how o inc TOTALS exisling

svidence—specifically, avidence a a Jevel iower than RCT-type evidence—inze wmdividual
pavient care decisions, While the “evidence” of evidenca-based medicine is ofien definad in
s of oticomes

-based ressarch on pomdarions, appiving EBM 1o individual ceses i o
complex probiem. Sacken and collzagues (1996} has stated thar:

EBM 15 the conscientious, explicit, and judicious use of current bag: evidence in
making decisions about the care of mdividual patients, Ehng into aceouwm
individua! patients’ predicar ents, rights. and preferences using best evidence fro
clinically relevant research (717,

Using this coneept of EBM, Ashby and colisagues have argued thar Bevesian decision-

blosnue R JOUny Y-l

making is 2 useful mods for Incorporating evidense from clinica! triais into individual
patient care decisiong {Ashby and Smith 20007, Bayestan models consider the best available

evidence based upon population studies. ae well as individual patient risk factors,
characteristics, vaiues, and the climician’s insights. Tis approach can be heipful for
individus) lecision-making in Hght of ancertam or meonclugive avidenge., Bavestan belier
DEIWOTkKs are aiready being developed 10 aid in the imerpreation ang management decisions
for pasients undergoin marmmography (Burnside i al, 2000, 200€). Further, Bayesian
decision-meking may be pamicularly usefu! for individupal screenmg decisions when practice
guidelines conciude that there is insuff cient svidence to eitper SUPDOTL O OpRoss &
sCreening lest for a populauon,

The differences between population-based sGreening and tndrvidually requested Boreening
Py, in sur view, that the two types of decision-making may require different tevels of
evidsnce. Fromoting fhe good of the population is the maip objective of public health policy
denisiong, which affec: large numbers of peopie ang Tequire substant

poth

{investment of pubie
resources. Decisions wo recommend sereening for a population, theretore, should be bager
upc: the highest possibie lovel of evidence of population benef from clinical triale,
Promoting the good of the mdividual patient 15 the main objectjve of ndividual patient care
decisions. Decisions to recommend sereening for an individual, tharefore. should be basegd
upon-an individual's rigk profile and preferences in addition to the best pvailable svidence,
These individually baged decisions, we believe, N2y not require the higher jevels of
evidence, such as ROTs, that are desirable jor populanion-bases decisions. Rather, individua)
patient and physician characteriatics and vaiues may be giver more weaght In the decision-
making process regarding individually requested screening,

1dioenueg OUINY- Y/ d-HIN

The next section focuses on how physicians cughi to respond 1¢ patient requests for
SETECTIng examinations when the BOTUENON risks and hen

afts are still uncertain. We

SRAMINS Various combinations of seientific evidence, professional puidelines, patient risk
factors and preferences. and physician beliefs in order 1o more previsely demarcate when an
individually requesied Sereening examinanion i and is not approprigte, Indesd, we suggest
that 1t may be appropriate in certain cages to allow patients access 1o soTeening evern befors
RCT-level evidence and prafessional guidelines Support popuiation screening We inciude o
deseription of the particutar safeguards we feel shoulg be in place wiep Indrvidually
requested sereeming s considered,

i
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ROLES AND RESPONSIBILITIES OF PHYSICIANS REGARDING
INDIVIDUALLY REQUESTED SCREENING

Given that marv new screeming examinations lack the level of evidence to be recammended
as population-based screening tools, how should individual nhvsicians respond when thelr
patlienis express Interes in obizining such examinations? The € may be p great deal of
pregsure rrcm worried patienis. mnuvi\} medical—lzual concems ahow migsing latent
discase. and the echnological tmperative in medicine 1o Provide new iesi, particilarly
image-based scresning ests fhat visualize the anartomy in spectacuiar detail,

All physicians whe consider adopting new screening tecimoiogy. in our view, have g
minimum set of basic responsibiiites w Drotec: the wetfare of their patients. First,
physicians ought to understand the epidemiciogical bagis for evaluating and recommending
screening ests for popuisiions. This tneludes understanding the pitfalls of langth time, Jead
tme, and overdiagnosis biases tha: : compromise the validity of certain study designs, as wel)
as understanding the potential for false-positive and falge- -negative results and the risks,
costs. and psvehologmeal siress for patients sssociated with foliow-up tests and procedures,
Second, physicians should evaluate the existing Hterature and vomuh professional society
guitelmes regarding screening tests that their I patients may request. Such awareness of the
st of evidence and professional recommendations is essential 11 order for physicians 1o
better evalume whether screening may be in their patiepts’ best meerests, This will also help
them explain 1o patients the potential risks, bensfits, ang uncertainties of the soreening
SXATINAarion.

The third basic responsibility for physicians is 10 advocase of, when passible, be mmvolved in
zarty, formal evaluation of new screening tests for which there is 2 poor evidence bage. We
believe that all physicians have & professions) duty to incorporate evidence into thes
decision-making and the feld should cneourage research to formally evaluare innovative
practices. While ir is unlikelv to be financially or practically feasibie to conduct an RCT for
e4ci) SCreEning teat that emerges $ 1D practice, other study desizns and forms of ovi fenoe—
weli-controlied. observational studies and computer-nased decision anaivsis (Gazelle o1 2l
2003}, for example-—are mare easily produced and mayv inform se resiing practices. When
feasible, phvsicians should congider becoming invelved in such stdies that, when begun
early In the appiication of a new screening test. can gather \ralmb le information about the
sensiuvity and specificity of the test and provide the nitial “proot of concept” that geresming
can af least detect disease early in iis progression (Woolf et ai. 1996,

The fourth basic rf*spomibi]‘zfv ior physicians 1s to refrain from CREBEING in dlredi-to-
consumer advertising of screening services w palients before th ‘*\-‘ are recommended for the
pepuiation. Research suggesis thar people oiten averestimale the benefirs and U]‘!d“TBRtiI“
the rigks from various sancer acreenin g iwsts {Ratapodi et al, 20’ 4 Mareus 1999, §
elal. 2004; Vernap 1969; Woloshin et al, 2 000} Further, research on direct-to-consumer
acvertising of phanmaceuticals suggests th };il MENY consumers assume that all adverrised
drugs ave safe andior effective (Belf of al, .00 1t 18 possible tha: consumers may falgaly
tnfer that any SCTEENING SXAMInarion adwms. ¢ by physicians offers more benefits than rigks
andior is rscommended by physicians as 2 whole. Given the high likelthood of H"‘l%)"&lull”’
patiznis, consumer adverising before sereening is sndorsed for a population. in our view,

unprofessional.

w

Adfter fulfilimg these hasic responsibilizies, individua) pivysicians will still need to decide

whether o new seresning test is appropriate for specific patiemts iv their care., Making the
decision o sCresn 2 patienr in Hght of inconclusive ev sdence of populaton benefit is ditficult

and invotves weighing several different factors, We su ggest phvsicians and patients consider

A S Bioct:, Awthor manuscormy svailabic i PMO 2077 Fune 12
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four 'm.ﬂm\ factors, hassd on the Bavesian drmfaam described earlier. to zddress these
decisions: 1) the swength of evidence and natns of professional recommendarions for ¢
particular sereening cxamination, 2} the patient’s visk facrors for the screened diseass,

patien’s vaiuation o7 sorecning mf;rmarmm and 23 the ciician's own \ETIEN G and

-

pid
3ithe

mtuitions, The fallowi g paragraphs explore inrw speciic scenarios with varisble evidence-
based professiona’ recommendatione, usmg the US PETF l.'m“Llag" and levels of avidencs ag
¢ guide when possible. The 1S POTE grades the strength of it avidan ce-based
recommendations vrom A” strongly recommends, *RY Urecommends’, “C inp
recommendation jor or against), “I1” !rt/ommr’mz‘.. aguinst), or 20 Unagfficien: evidence w
recommend for or agoinst) (Hamis e al, 2001} We foous on ser seming teste with T and 3-
Type leve) recommendations, as these are the caieﬁonea under which mast ©T screening
SREmINaTions currently fall, » SxEmINing how patient characts ristics and vaiues and physician
praferences ought 1o weigh and balance a1 sach of theee fevels. Importantly, we
acknowiedge that screening desisions will pe hrghly contesi-de ependent, as the namre
disease, risks inherent 1o the SCreenng 1est. and invasiveness and Gosts of mflovv-u;: siudies
will vary greatly among seres ening Lests, Nevertheless, we outline the HnpoTian
censiderations for several common ¢ CT screening scenarios that physicians and patients may
face,

Professional Society Guideiines Discourage the Scoreening Examination. {“Ciass

Type Recommendazmnc)

The first case we consider involves 2 SCreening examination that s § explicitly discouraged by
professional sociery guidelines, or has & “clags T -type level recommendation. Spoh
sCreening f:xzmuna’lcmc may have either no or jow -quaiity evidence of benefi for
populations or may have sufficie nty strong evidencs of pafient harm. Low-quality evidence
nciondeas f-*vidancﬁ romm unconirolled case seriss or pooriy cantmim*c observational studies,
An exampic of such & situation would be 2 whole-body can requested by ar
asvmptamatic, healthy S5-year-old mdividual with o 115k factors except age, who wanie to
g4din peace of niind. Thers have been no elinical trials to svaluae the benefit of whole-bodv
CT sereemmg, and many professional societies expiicitly discourage ting examination (LS
Food and Adminisiration [US FDAL 2002, American Medical Association | (AMA] Counci:
on Scientific Affaire 2003 TS PETF 2004z2; ACR 2004,

Phvsiciang shouid generally discourage individual patients from seresnine when there is no
o1 poor evidence and professionat society discouragement, regardiess of their personal
beliefs about the utility of the examinatign, the patients’ risk profile. and uauun’ beliefs and
preferenceas for SCragning. “"‘fx TEAre seVeral reasons for this 1305171011 Firsl, in this case, the
porential risks and mnent\ SCTEZNINg are poorly understoond, mai\jﬂ” 1 guite mfncui* for &
physician 1o estmate whether J)\ test will be on balance benefcial Dnsconraging screening
in such cases coheres W'th @ pn\f cian s professional duties 1o DIOiﬁ:f'l patients from tests
that mnay canse more harms thap benefuts, including diagnostc screening fesws of grea
uncerminty, Forther, we agrec with Doukas and colleagues (19979 that, by educanne their
patienic abour the rigks and benefic of the screemng test, plysicians may “ariculate the
boundaries of their own profesgional integrity, for patients caimo: compel physicians 1o
render services that run counter to their best professional and st} hical judgment™ (486

A secondary concern in this case has 1o do with the judicious use of T shaved healthcare
rescurses. 1t bas been argued that o Just health svstern should not tolerate the proliferayion of
SRPEISIVE, UBPTOVED therapies that lead 1o ¢ spiraiing costs and shifi ra sourc:zt: away from
mare urgent healtheare neads, ever If the marke! woud SUpport s {Sox 1) Ag care
provided to ons pavent wili mos likely affect the care zvaliabie to omﬁls denving patient
fequesis o7 soreening in this case o sheres with 2 p hysiciap’ & dury 16 act as & pradent

At Bracet, Author WHEUSINPL avaliabis i PMO 2011 June 15
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siewerd of shared healtheare resourees by discouraging coatly tests with pootly understood
likelthond of medical nenefi,

Some have argusd that as long as informed consent sxplains the risks, benefits, and
uncertainties, panenis shauid be shie 10 ACCERS BCTENIng services that hev helteve wil)
benefit them, particuiarly fthey are willing to assume the coss (Amis 2003; Bran-
Zawadzk! 20022, 200207 We disagres with this view. however, paricularty for screening
tests of class D-type level recommendarion. Whije physiciens should generaliy e inee
accaln: parjent preferences in medica) decision-making, sereening decisions are paricularly
compiex and challenging, Previous research an screening witk TAMMOZraphy, prostate-
specifle antigen (PSA), and celonescony suggests that batients generally tend Lo
overestimats e benefits and underestimate rie Tisks of sCTesning tests {Schwarty et al,
2000, 2004; Silverman et 2|, 2007 Volk o1 al. 199G, 2003; Woloshin et 4, 20000
Irnportantiy, the recent increpse of direct-to-consurmer marketing of screening puts patients
at visk of making harmful choices m the absence of adequate guidance and consrraints. Tha
Is, the context has chenged such that some mformation coming from health vrofessionals
{l.e. sereening advenisements) is not based on a cisar, belanced presentation of EXISTINE
evidence,

_' ;'{‘!j._lc;w_ér'u.:éim' 10Ny Yd-1IN

Lven if the indivicual requesting the whole-body 7T had 2 good understanding of the
uncertainties of the test and batiaved he wauld dersve great psyehological benefit from
screening, these potential psychological benefits are inadequate. ip our view, 1o outweigh the
potential medical nsis, inclnding radiation exposure, {alse-positive results leading to
mvasive, risity, and costly follow-up procedures, false negatives, and the derection of
pseuda-disease. The primary goal of medicine, mcluding the administation of medical
services, is to benefir patiente” heaith ( Beauchamyp and Childrass 200¢; Pellegrino 20015, Ag
such, patients should not have free access 1o any medical test or wepment they desire and
can pay for, as they wouid for ather types of goods and services, Indeed. CONSITaming patient
aUtonomy under the conditions of Case 1 is APETORTIALE, 15 OUF view, as physicians should
actively provect them from medica) produsts of poorhy guantified pisks and henefits.

A vaniation on this cass includes 2 sitwation in which & physician acmally believes the
benefits of seresning couid cutwergh the harms for a particuler pETient, despite no or iow
qaality zvidence of its benafit and professional societies discouragemert. A physician may
enceunter particular patients with Swong risk fastors for disease who place great value on the
knowledge derived from soreening. One example could be o patient with s family history of
pancreanc cancer wio would e a whote-bady CT sereen torule ot this aggrassive cancer
for reassurance, The 1S PSTE {20040} recommendati ong exphicitly discourags whole-bady
CT soreening for this purpose. niual, small prospective studies suggest that screening
patients with a strong famijy history cun detect disease early, while the tmpact of sereening
on: long-term mortality remains unknown {Canie et al. 2008). White cases like these are
difficelt, wers commend # conservative approach that gives more weight 1o the low jevel o7
evidence and o professional society guidelines than to individual patient and phvsician
prefevences; clinicians sho zenerally not provide SCreening examinations that have low
level or ne evidence and are discournged by profassional sacienes,

wiosnuRi 1oy Vel-HIN

Case 2! Professional Society Guidslines are Neutral or Non-Existent
The second case we consider invojves g RCresming examination for which professtona)
recommendanons are elther neutal or nor-existent The evidence ior such sereening
examinations mey be of low quality, sparse. or n the earty stages of produstion. Cme curren
example of this situation could include using magnesic resonanes maaging (MRI) endioy
MEA of the brain 10 sereen for cerehral ENEUTYSIE I patents with & positive family hisiory,
ebrat aneurysm soreening. The onby

AduBsTeR| Toyiny v g-i

The US PSTY does not have specific pwdelines for ce
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official guideiing comes fram the Strokes Councll of the American Hearr Association (Dallas
T3). stating that while curren; avi dence argues neither for nor AZAINST population scre SRINg,
clinicians may consider it Tor particular patients on an indrvidualbasis, (Bederson et al,
3000, Currently, fow swdiae have evaluated the use of MRIMRA ag screening tests, and
there i no evidence thas cerebral ancurysm sereeming banefits ponuiation morbidity ar
montaiity [Crawley et a. 160%; The Magnetic Resonance Anglog: raphy m Re la:w& of
Patients with Subarachnois Hemorrhage Study Group 1999), &.Lsnar=m such as these are
common, and the lack of divective gurdelines mmxﬂa that physicians and natients peed o
draw upow faciers other thar svidence v make decisions abous streening 4’ Waoolferal,

10967,
Similar to Case 1, physicizns and patients should he aware that sereening under these
circumstances may sxpose patiemts to poorly guantified risks and benefits, Ang. although

newrral professional sociery guidelinss may Eppear an invitation for nhysicians to engage i)
screening as they lice, thers is another reason to be cautions abow: granting patients access
1o scresning 128ts thal have a poor evidencs base: this may slaw the progression of researe
that atms to bener characterize the rigks md benefits of the test, If physiciane were to
commmﬁ;- grant patient requesis for HRBTOVER SCTeenIng test whep there is 1o ar low auahiy
evidence and nnun&] guidelines, the motivation to conduet or participate in research tale 10
formally evaluate the res may diminist. Tndesd, graniing patients ecoess o such screening
tests may lead to their gradual diffusion | mio practice, potentiall ¥ becoming understood ac
standard of care and further detaying our ability w characre Tize the tisks and benefits of 2

Crecning examination. Ag mentionad » previousiy, there are numerous examples of medical
treatments that have diffused inm practice m sach & manper - only later 1o he proven
meffective or harmful w patiens afier more formal evaivation. These include internal
hammdry artery ligation for apgina {Cobhb et al. 1939 Dimond et al, 1960Y, internal carotid
artery bypass io prevent fhe recurrence of stroke (Group 1985), and bone martow

transplantation for breast cancer {Melit and Bresnan 2001} The deisy in rgorous
evalugtion of these weaiments caused thousands of patients 1o suffer harms from
unnecessary znd non-bensficial interventiong, Thus, commonly allowing patients access to a
sereening fest 2 a stage when there is no or low-quality evidence of benesi noses z threat
the rasearch c:nte";ch and, ultimarely, to patient welfare,

The bast approach, in our view, would be for physicians o diseourage SCreening in most
cases with neutra) or nor-axisten: recommendations and advocate better evalugtion of
screeming. For patienis with well- defined risk factors who wouid greatly value information
from & partisular ser eENINg SXamination, such B8 & patient with cardiovasentar risk fastors
and firsi-degree relatives who have died fr o cerebral aneurysm TupmIre, physiclans should
consider encouraging enrolimens in re ssearch trials that will bolster the evig enge base for o

scresning test. This mav constrain botr patient and physician auvtonomy. Howsaver. in
general these constraints are justified for all of the reasons given in Case 1! protecy; mng
pattenis from poorly quamified harms, protec ing them from possible overas: timated
expectation of benefits, and curbing wasie in the healtheare SYStEtn, An additional
Justification is the dasire 1w move rescarch forward in an sxpedien: manper so thas the regults
can benefit individug) ang population-leve] aeczsxc-tmmaamg as 8001 as possible, particularty
when professional society gurdelines are non.direcrive,

Case 3: Professional Sotiety Guidelines Stme Evidence is Insufficient to Recommend For
or Against a Screening Test {“Clags Reccmmendat:om

The last case we consider INVoives & soreen TUNE eXaminanon with ciase I- ~rype leve!
recommendations. According o the T)o PETF. clags-] recommiendations stete that evidence
ts insufficient 0 recommend for OF af2Ing! rouine ponulation sCTeening becanse evidense
that the screening test is effective does noat exiat, 15 of jow qua ity, or conflicting (178 PSTE
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Q07b1 We wish &0 fngus on situations in which the SCreemny s nas undergone substantial
eveluation and there is valid evidence from preperty controlied observational studiss
sa.ggest'ng that ¢ screening test detects disease ar earlier stages, but data from RCTs has no
vemerged L establish the benefit (or “effectiven ces™ } for popuiaton oucomes. These
CHSES. I OUT View, mav be the most compicy and controversial Lang OT screening in
STROKETS 1% & current example of this situation (USPSTE 2004c). Thers is great debate (i the
madical Miersture about whether 11 s 2 appropriale to offer ‘:moksvs chest C7 sor cnemn«* aither
on an individual basis or at the population level. Smoking is & well-astabiis hed s cior
for lung cancer, {Samet 19037 and controtled observatonal trials have estebiished that lung
CTir smoker& detects lung cancer at eariier st tages, beveral ROTe are currently underway to
deterniw whether serecning smokers will decrease lung-cancer rejated mortal 1y (Gohagan
et al. 2004; WLET 2007, Swemvn et ai 2005 Xu av al. 20067 T

I Those in favor of screening
Worry thar patisnts are being deprived of & life-extending test while we wait for RCT-jeve]
dats to arrive (Hensehks et al. 70(!6; Uthery counter that there is no guarantee that eariy
detection will lead w a reduction poputation-based martatity, and the refatively grear risks
and costs associated with the fol low-up of zsvmmomaric lung lesions must be balanced
against higher-leve) proof of populztion benefit (Parz et al, 2001: Swensen et al. 20035

Under such circumstances, in light of & class Itype level recommendaiion, we argue that it
may be appropriate for phvsicians and patiems who greatly valus poteniral informarion from
sereening fo engage in sereening provided cerain condimions are met. Firg:, the patient
should have well-defined risk factors for the disease 1o be sereened. Imporrantly, thess nisk
factors shouid be specifiad by either 4 group of clinical experts or clinival resesrch
collaborators as heipful in defining which patems are likely w benefit from screemmng, Fa
example, the NLST has used pack-year smoking history and age 10 demareate the high-risk
popuiation that may benefit fram hung cencer screening with chest OT. In order to minimize
the risks and maximize the notential benefits from individually based screening. therefore,
defined nisk factors for the screened disease should exist in order ro place a patient within or
outside of the potential tarpet vopulatien. The second condition {or sereening under class I
fype recominendations is ther well-controlled observasional wiai datz shouid bave already
established that 2 seraening test creases carty detection rates in the target population and
that RCTs are well underway. Lung cancer sereening with chest CT could meet these two
condnions for certain pationts.

Under these two conditions, it is reasonabie ttr behleve that the bensfits of screening could
outweigh the harms for an mdividual panent, even whexn clinical trigls have not el
established a mortality benefit at the population level, While offering screenming in thie
SCENATIO MAY EXPOSE Patients w the tsks and unknowne of sereening and compromise the
expediency of rescarch, thess drawbacks may be atlenvated vy cortan oir CUInSances;
specifically. if previous researeh and preliminery data from ongoing ciinical trials poirt
Sromgly (oward & poteniial benefit and kave well charmcterized !
and specificity of screening, concerms about eXPOSIng padents fo tie harms of sereemng
without any benefit are reduced. Further » Tor sereening teste iy which ROTs are ongoma,
there is less of a concern thar of ffering patients scre ening oulside of trials Jeopardizes the
vesearch enterprise. Thus, the threats to pazient welfare and rescarch expaciitncy i Case 3
may be at & level low enough o allow for patent and physician 1 preferences 1o weigh more
heavily i the decision of whether or not to scres

ag gen L.] 1 1\7[1\'

Al Malm {1990 hag argued, while 17 15 mporant to ground population-based SUTEERING,
TECONUNendatons In the best nossible evidence rather than upon assuamuon» abour the value

of early detection, serecmng recommsendation is ethieally justifie Loniy i e tear
reasonably can be expeored o be m;m;cm o palance 1o the person whmg 117 (335 Under
the two conditions described previousiy, we believe that individual piysicians and patients

AR Bioeth. Author manuseripn available in PMO 201



1ciiosnueyy Joiiny v-tin

uosnuep Joyiny ye-HiN

LER) 1oy Vcl*%u_: ‘

£z

Bureer and Kags

Iane 13

may have adequate information to expect a SCreening 1zst 1o be beneficial on balance.
indesd. denving afl mdividual requests for any SCTEening examination untii the completion
ot RUTE 18 wo rigid. absoiuts. and unrealisvo 2 posinon for several reasong, T
performing RCTs for every powemial sereening test will pever he pracuically feasible: the
quality of evidence exists on & conrinuous RECTrU, and thinking inteliigenthy ahaut wheare
we are an that spectrum s more imporant than destgnaring absojure “cuinffs” of avidence
below which any screening is unacceptable. Second, it is mporiant (o allow some space Tor
indnvidual patient desires and physicias udgment to enter the decision-making process
under conditions of uncertainty. As we have noted. one option might be Lo encourage
phvsicians wha screen patients befors RCT-ievel evidence is available 1o contribute thelr
patients” miormation t¢ 2 narional database that would coliect observationa) daa on
scrEENing.

We consider briefly the analogy berween carly nocess 1o new scresning tests and eariy
BCOGSS [0 new pharmaceuticals for severaly {1l parients who have sxhavsted standard
treatmentt eptions. The confiict between conducting thorough researcn and accommodating
individual parient acesss to promising, notenually Hife-saving therapies pamed
unprecedented altention in the midst of the AIDS epidemic in the lzare 1980s. Severely i
patients whoe could not gain entry 1o shinical mials fought for aceess to those unproven
therapies off-label, arguing the risk-benefit anaivsis made sense given that they were facing
certain death. This debate has evoived 1o the paint where many phermaceutical companies
and the US FDA have provisions for granting patients with z varisty of severe disesses off-
label access (“compassionate use™ 10 ivvestigational new drugs, provided sarly phase
clinical trials have shown promise and certam safeguards are systems are m place 1o track
patient owcomes, (Pfizar 2008, Thompson 20007, importam iessons for geyasning can be
drawn from the hiswory of off-label pharmaceutical use. Yetl, while sumilar ethical tensions
arise in both setings—respeciing paten: amenomy, profecting againgt unknown risks,
promoting population benefits via research—important differences berween the nanre of
screening end treating life-threatening iliness may imply a different threshaold for access,
Cerainty, novei pharmaceuticals pose more immediate and potemially more severe harms
than do diagnostis sereening tests. Likewise, such interventions potentially offer more
mmmediaie benefits for seversly il patents than do Fereening tests for apparently heaithy
anee. In our view, the maore urgent situation of patients withour standard treatment options
provides a more compelling reason to provide early acoess, assuming there is adequate
surveillance and treatment of adverse events and outcomes, and Hiat clinical mials are
already adequately populated to produce popuiation-ievel evidence,

While it may e appropriate for individual phvsicians to refer CREET parieius with defined,
specific risk factors for screening in certain cases, it is important that safeguards and guality
ag8UTANCE Meshanisms are i place 0 maximize the benefit of screening under these
conditions. The appronriaten ' ue. the gualing of the
mformed consent process, guality of screening equipment, and theroughness of follow-up of
sereening results with patients and thetr phvsicians. Becanse all of these factors are provided
in the controlled setting of 2 rescarch tial, the option to offer eligible patiems mial

enroimen: is aven more atractive. The fo) towing paragraphs erticulate why these particular
Features can make sereending individual vatients appropriate, despire lack of conclusive
evidence about population benefit.

Criteria and Safeguards for Granting Patient Access to Unproven Screening Examinations,
Outside the Research Context

A critical safeguarc for soresning parients with ap Unproven sxamination is a thorough
informed consent process io ensure patients understand the poteniial raks, benefits, and
unceriainues of the screening test. This is partenlarty cryeial oiven ample svidencs 1o

Am S Bioed: suthor manuserpt svailabic m PadC 2017 june s,
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suggest that peopie often misperceive fhe goaly or effects of cancer g SCYECNING, are pooy
estimaiors of their personai cancer risk. and are rwnerall “"li.m‘a'ldstl.: about "ancc‘.“
sereening (Katapodi e al. 200»’«‘. Kreuter 199%: Marous
]993‘, Woloshin e at. 20007, For examplz, in a study of the ;:ep:"al population’s at ui,udes

toward cancer sereening, Schwartz and o ollsagues (2004) found thar patients had g strong
enthiusiasm for cancer screening, both for specific cancers and whale- -body seresning, even
despite past parsonal experience with fajge Positves and annecessary work-un. Whean aske
abow! whoie-hody 7 screening. 86% of vespondents wanied g fres sean. OFf thess, 3%
woud rather have 2 scan than $1000 and oniy 27% mentionad fhere may e a downsjniﬂ ¢ f@
body C7 scan: 14%) mentioned Talge. -positive results and 3% unnecessery work-up
(Sehwartz 2 ), 2004y Other siudies revea) that peopie ars guite tolerant of fulse positive
SCYSBIINg results, have 2 poor understa méing of pseudo-diseass, overestimate the pensfis
from screeming. and perceive SCTECTUNE 86 4 primary rather than se condary prevemion tool,
{Aiken et al. 1993; Dome mighetti enal, 2003, Schwarrs et g, 2000} Ax Schwartz and
colleagues (2004) have noted, public misperceptions about the benefits angl burdens from
scretmmg, combined with a “culnral enthusiasm for sCresning oreate an environmen: rips
for the premanre diffusion of screen ing technologies, placing the public at rigk of
avertesting and overreatment” (71).

o

Given evidencs that peapie often misestimate the risks and benefits from both proven and

unproven screening examinations, the anpropriatensss of screening will hinge eavily upon
the qualiry of the informes consem process. For some patients, such 2 process may thssuade
themn from screening despite their initia cagemess. For example several studies indicate thas
men are less Hkelv 1o be interested in screening for prosate cancer with PSA e sting if they

" are made aware 0‘° the ’pro‘: ‘cons,” and unce“;azrunq during informed consent, {TFlood &t

v

=

L1996 Volk et al, 199G, 2003: Wolfe 1. 19%6) The population benefit of routine PSA
Crecning in men o‘aa than age 5 I years 1 25 not keen established. and professional sociery
guidelines do not currently recommend routine screening (US PSTE 2007 21 Mapy have
advacated that risk communication for PHA screening showid aim at more neutral informed
consent o7 shaved decision-making to help ensure thar patjemc make sereening decisions that
are in their best interegrs {Chan and Sulmasy 1998: Chan er 2003; Vernon 1909 AR
patienss have an adecuaic understanding of 1ne risks, benefits. and 1 uncerminties of the
screening examination, they can bener decide whether such risks ang unknowns are
accentabie 1o them,

oy

While we agree that physicians should stive to provide infurmation abowt risks, henefic £,
and uncertainties. there will remain disputes in the fizid about what sort and how much
mformation 1o provide patients, For sxmmple, regearch Suggests that physicians have
different notions of whal patients shouid be rold about PS4 seresming durd mg imformed

consent. A study by Char and: colleagues (2003) revealed that, despite professiona)
guidehnes supportn med decisinn mal

Mg, Non-0rologiste were mors

334

Ay fan

1
urotegists t rate facis rcﬂeﬁl’ng uneenamty as highly important for mexn to know. mcluding
Starements about prostate cancer risk. so sening with PSA, and weamen:, Individual
pirysicians could be betier guided in their approach to consent by more explicit guideiines
from professional socieries regan ding the speeific types of riske, henefits, and uncertainnes
thai should be stressed 1o patients, One inieresting mods! is provided by 2 recent outlipe of
miormation for patients abot u; rigis, benefits, unicerainties, and srate of evidence
associated with lung cancer (77 screaning. {Birauss et al 2003

Another safeguard for screening parients hefore popuiahon sereening is recommends,
involves using screening equipment of adequars quality. Some naue cxpressed concern that
the use of older seanners, lack of intraveno 48 comrast, or Jack of adequare racdiologist

waining i & paricular modainy or or T Sysiem _ompmmis—ss the Sensitvity and specificiny
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of sereening examinations, preducing resuits that are difficult 1o imtempre! and may lead o
more diagnostic westing (Berlin 2003 Fishman and Moron 20023 For screening tesis thas
have already been validated and consicered standard of care, i1 s bkely that guidelines wilj
elready exist regarding eqmpment quaiity. technical sumdards. and required physician
raming. Radiologists reading memmograms, for erampie. must be certified and are reguired
RC Tead & minimum number of sudies ner vear. Such technica! and traiming guidelines will
nOt exist for sereening tests of Hnproven valve, opening the door to variations i technigues
ant competency potentialty harmful to test validarion and patient well heing, One example
of this situation is provided by MRA for cerebra; aAnewrysm detection, wheres there i
prefiminary evidence to suggest that the detection rate depends upon the guality of the

equipment and the waining of the radiclogist In three-dimensionzl Imaging of the cerebra)
vasculature {Schwab o gl 20087,

The final safeguard o providing approprizte screcning is to smablish routine o echianisms to
ensure timely communication of the TESWILS 10 the primary care physician, adequare
counseling of parisnts shows the meanming of resulis, and fmely follow-up of any posirive
findings. Patients should pe referred for sereening from ther primary care phvsician, who
has discussed their understanding of and expectazions for screening. The physician's
referral, combined with thorough follow-up of results. is parucularly important i fight of
recent daie from Ilies and colleagues indicating yreat varishility 1o the manner and extent (o
vitieh results of selivreferred OT screening examinations were communicated with
physicians and patients {Tes e al. 20031

CONCLUSION

Ergaging in individual-based screening before popuiation-based sor ening is endorsed by
evidence and professional guidelines raises fimelese guestions abowt phyvsicians’ duties in

the setiing of innovation and the s cope of paten: 2ULONOIMY {G access new techmciopy. We
bepe thar the issuss and cases presented here may help guide individua! physicians as they
consider how 1o resnond patient requests Tor new SCTEEMINE examinations.

To best palance the goals of consumer profection, patier: autonony, and prudent innovation,
we believe it generaliy nappropriate for physicians and patenrs 1w engage in individually
requested sereening. There tmay be a few exceptions, however: when rigorousiy-designed
climical trials ure underway and good evidence already exises to Suggest potential popuiarion
benefit from sereening, when well-defined, specific pazient visk factors for disease have baen
articulated, and when matients and olinicians both value screemng information, Such

URg aotivities should employ speciiic safeguards, meinding carefu) informed congeni,
high-guatiry cquipment, and thorough fellow-up of results. Despite these individual
“Reepuons, referring physicians and the feld as o whoele should be vigilam: 1o the appraisal
of evidence, and continue to support formal evaluation of new scresning exammations. This
will better ensure thar the best evidence is avalizble for patients and their rhvsicians 1o make
good chojees about soreening.
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1 The disease sereened has serious SeNSEQUEnss.
2 The sereentng populatian has high prevalenee of deweetable nreciinreal disoase,
i The sereening wst dareers Hile peeudo-disease,

The screening wst has high neocuracy for deworng the detectable predinical disease
5 e screening west asetls disense at g point i whioh Intervention improves outcome,
[ The sereeniny test canses hitje mortidity,

7 The screening test is affordabie and avaiiabic,

3 Trentment exists

b Treatment 15 mors eftective when applied before symproms begin.

18 Treomment i not wo rsky or toxic

Cruenia from Obuchowsis ang colleagoes (20073
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Exhibit G

Early Lung Cancer Program Protocol dated July 1, 2011
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Overview

The International Earjy Lung Cancer Action Program (I.ELCAP) has a5 its broad resesrch objective
the advancement of knowledge for early diagnosis and treatment of lung cancer. Details of the
specific aims and the theoretical basis for the regearch are given elsewhers (1-13).

The panicipating instifutions need to commit themselves 1o performing baseline and at lsast one
repeat sereening (while more are desirable for precision), and foliow-up of at least 10 vears of al}
diagnesed lung cancer cases, It is critical for validity of the I-ELCAP database that esch institution 1s
comumitted to fully document the initial and all subsequent screenings for as long as the scresnings on
that person continue, and to transmit the documentation 10 the I-ELCAP database. It is also critical to
rdeniify and document all instances of in erim diagnosts of tung cancer among the screeness. as well
as reasons for instances of discontinuation of the screenings,

The treatment interventions of diagnosed cancers can be selected by cach instrtution. However, each
participating institution must be commuitted to document, for each diagnosed case of hang cancer, not
onty the timing and nature of the intervention(s) (if anv) but also the prospective course in respect to
mantfestations of metastages.

The development of & protocol has been a cencern of the BLCAP (Early Lung Cancer Action Project
Group for more than & decade (] -5}, and updatings have been made in the framework of the
International Conferences ( 4) organized by this Group and in their resultant infernational consortium
on sereenung for lung cancer, 1-ELCAP. The research program of FELCAP is guided by a common
protocol {5, 6) and its approach to long-term follow-up (7, 8). The most recently updated version of
the protocol is presented below — with the understanding that the pathology aspects of the screening
in the I-ELCAP are guided by & separate protocol specific to its process (9, 103,

In the framework of the I-ELCAP protocol, there is opportanity for the condact of related ancillary
Studies: various non-OT {e.g., spumum, blood, urine) tests can be deploved paraliel with the low-dose
CT test. This provides ap opportunity for smdying their relative merits for one and their value as add-
ans for another, Sumilarly, various treatment aptions for early ung cancer can be studied.
Admissibility for collaboration

The admissibility criteria for an institaton to collaborate in the I-ELCAP are as follows:

I [1 18 commitied o mmpiement the nrotocol’s regimen of early diagunosis specified below,
meluding at least one Tepeat screentng.

2. it submits 10 the I-ELCAP database the mstitutional documents which approve the screening
and participation 1o the I-ELCAP: that the wstitktion is commitied 1o conform to the stated
requirements, and is amenable to auditing of the data for compliance with thoss requirements.

3. It is commitied to provide the I-ELCAP datebase with each successive instance of baseline
screeming, and to fully documenting this and also all repeat scresnings.

4. It1s committad 1o identify, and to document. each instance of mterim diagnosis of lung

cancer, including its SYmMpPIUIs/signs.

(¥

It1s committed to document the reason(s) for discontinuation of screening,
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6. It1s committed w document the Gming and nature of the mtervention(s), if any, in sach
mstance of diagnosed lung cancer, meluding in mterim-diagnosed cases.

-1

It 1s commutied to follow and document each dlagnosed case of lung cancer, interin-
diagnosed cases included, until manifestations of metastases, death (i1s cause}, or otherwise,

for at least 10} vears.

8. It1s committed 1o deploy the ELCAP web-based management svstemn for CT screeming for
P ‘ £ P ‘ &
lung cancer, and in this framework to submit all the research dats — and mmages as well as
pathology specimens {their digital counterparts) ~ to the -ELOAP database.

g It is committed to conform to all ather policies of the I-ELCAP, notably those concerned with
quality assurance (below),

It deserves note that among the contributors 0 -ELOAP could very well be those studies performing
randomized controlled triats (RCTs) contrasting CT screening with either no screening or some other
type of screening. Here the relevant contributions would derive from the CT sereening arm of such a
trial, provided that all of the requiremenis above would be satisfied.

Indications for sereeming

As screening is for asvmptomatic persons, needed is docurmentation of the symptom profile,
specifically current presence/absence of potential manifestations of lung cancer which include
worsening cough, hoarseness, hemoptysis, and unexpiained loss of weight, Symptomatic persong are
ineligible for enrollment.

Indications for subiect participation may vary somewha, notably as to age and smoking htstory as
these can be set by each participating imstitution, and those indications raust be specified. The person
must also be willing 10 undergo at least one repeat scresning on scheadule.

Regimen

@
=
L
[
e
I
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=]
=
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In this protocol, “screening’ refers to the entire process of the pursuit of early, rule-in diagnosis of
lung cancer. It begins with the initiel low-dose CT scan. A positive result of this test is followed by
turther diagnostics, possibly including biopsy and pathclogic assessment of the SPECITETL.

It is understood that there may need to be occasional exceptions to the protocol. Each site is fully
responsibie for performance of the CT scans and the interpretation, and workup recommendations. In
those cases for which protocol recommendations are not followed, 1t is important to document the
reasons for this and to record all resulis of the alternative workup.

Image produciion

In this regimen, the tnitial imaging is the same in baseline and repeal sereenings. As there are a large
variety of CT manufacturers and models. ihe following are general guidelines for the mage
production. Scans should be acguired on muli-detector-row scanners with 4 or more rows. Scans
should be acquired so that images can be reconstructed ar 1,25 mm or less. There is no specific
lefinition of “low-dose,” although historicaily most sereening protocols have used scan parameaters of

ted



July 1, 2013

120-140 kVp and 30-100 mAs, We suggest that scans be obtained at 120 EVp or lower and 40
mAs or jower. Coliimation and pirch also affect dose, and these should be sat @ allow for the lawest
dose, while mamtaining acceptable image quality. 1t may he useful to reconstruct the images using
botir a standard and high-resolution kemel. Scan parameters may also be adjusted to aliow for higher
doses on large patients. In addition, new dose reduction techuiques are being made available by scan
manufacturers, and these may also be used, providing that acceptabie image quality is maintained.

Images should be acquired in & single breath from the lung apices through the lung bases, The use of
contrast matenial is not involved. For the workup of lung abnormalities that have besn 1dentified,
typically the same low dose parameters can be used.

Reading of images

The resulting images are read by a radiclogist at the site. The reader is aware that the mmages derive
from the mitial CT for early diagnosis of lung cancer, and also is informed of whether they are from
baseline or repeat screening. The reader views the images as they are displaved in a hgh-resolution
monitor at thetr typical window and level settings, scroliing through the images ope at a time. For the
purposes of assessing the size of a nodule or that of a mediastinal abnormality, however, the
folowing setings are used: lung window width 1500 and hung window level -650, and mediastinal
window width 350 and mediastinal window level 25,

For a number of screenings, & second, ‘central’ reading is done for quality assurance and igaching
purposes, without kmowledge of the results of the first, site reading. The site radiologist receives the
“central’ reading report, with discrepancies, if any, nighlighted. in case of & discrepancy, the site
radiologist may find it necessary to change the site report; and in this event, the updated report ig also
submitted o the central facility. where a record is kept. The site radiclogist sends the final report to
the subject and to his/her referring physician, The quality of the scan and its iterpretation is solely
the responsibility of the site.

In both baseline and repeat screening, the reader’s first concern wiih the tmages from the first, jow-
dose test 13 10 identify all non-calcified nodules visible in them. A nodule is manifest as 2 focal non-
linear opacity, whether the nodule be solid, part-s0lid, or nonselid {the latter two corresponding to
‘ground-giass opacity’), located in the parenchyma or endobronchially. A nodule is classified as non-
calcified if' It fails to meet the vsual criteria for benign, calcified noduies. Thus, a nodule less than 5
mm in diameter is non-calcified if a1l of it appears iess dense than the ribs (on bone and lung
windows); a nodule 5-20 mm in diameter s non-calcified if most of it is non-caicified (by that
criterion) and/or the calcification does not correspond to a classical benign pattern (complete, central,
lameilated, popeorn) and/or the edge is spiculated (o any extent); and a nodule over 20 mm in
diameter is non-calcified if any part of it is non-calcified (b the criterion above).

The reader documents each of the nodules that even alone would have made the result positive.
Specifically, as for each of these nodules, the reader documents the location. size, consistency
(“solid.” "part-solid” or ‘nonsolid’}. presence of caicifications, edge and presence of spiculations. A
nodule is classified ag part-solid if it has patches within it that completely obscure the ung
parenchyma, and non-solid if none of the lung parenchyme in ¥t is completely obscured (110, In
making the distinction between part-selid and nonsolid nodule, blood vessels within the nodule,

despite their appearance as solid components, are not rezarded ss solid components,
1 i T & I

Nodule diameter is the average of length and width, Length is measured on & smgie CT image that
shows the maximmnm length: width, defined as the longest perpendicular to the length. is measured on
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the same CT image. In -ELCAP research these measures will he eplaced by computer-based
assessmenis of volume when there is sufficien: evidence of their validity.

The reader also documents other findings in the chest, inchading those in the mediastinum, heart, soft
tigsues, and hones.

Mediastinal masses can occur anvwhere in the mediastinum, including in the thymus, hear, and
esophagus; and & mass in the neck, such as the thyroid, may extend info the mediastinum. Such
mediastinal and soft tissues masses are documented as w location and size. The reader also
documents findings in the visualized upper abdomen as to Jocation and s1zZe,

Each coronary artery is identified (main, left anterior descending. circunflex, and right). Evidence of
caicification in each artery is documented as none, minimal, moderate, or severe, scored as (, [,
and 3, respectively, Minimal calcification was defined if less than 1/3 of fhe fength of the entire
artery, moderate as 1/3-2/3, and severe as more than 2/3 shaws caicification. W ith 4 arteries thus
scored, each subject received o CAC score in the range from 0 10 12,

The extent of emphysema is identified and classified as none, mild, moderate, or severe, each being
scored 0 to 3, respectively. Mild emphysema is defined by having no discrete areas of decreased CT
atternuation but splaying of blood vessels suggesting parenchiymal expansion or having occasional
discrete areas of decreased atiennat on; moderate emphysema if discrete areas of decreased
attentuation can be identified involving less than half of the lung parenchvma; and, severe
emphysema if discrete areas of decreased attenuation can be identified involving more than half of
the lung parenchyma. Bach subjeet receives-an emphysema score it the range from 016 3.

Screening frequency

When application of the regimen at baseline doas not Jead to the diagnosis of malignancy, repeat
scresmng is scheduled for a preset time subsequent to the mitial, low-dose test at baseline. Whereas
the protocol calls for annual repear screening. sach tastitution is free to choose the timing of the
repeat screening. In reality, however, practicality leads to variation in this preset interval. Such
varnatons do not threaten the validity of the study, so long as they arise from compelling
clroumstantial matters {gnd thereby are as though randomly assigned) and these wounld provide an
opportunity to smdy the implications of different intervals to repeat screening (in the regimen) as for
the resultant diagnostic distribution.

If Stage 1. 1T or IILA Jung cancer it diagnosed, screening may be continued with the original schedule
afier the intervention is completed.

Baseline screening

Al baseline the result of the mitial CT is positive if at least one solid rodule, part-solid nodule, or
solid endobronchial nodule 5.0 mm or more in diameter is identified (11-15). When non-calcified
nodules are identified but all of them are too small to mply & posiuve result, inchiding a nonsolid
nodule of any size, the regult is semi-positive and calls for CT 12 months after the initial one at
baseline. If no nodules are identified, the test is negative, & repeat C7 s 1o be performed 12 months
later,

When the result is posiuve, further dlagnostic work-up concerns all nodules which even alone would
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have made the result positive, However, the work-up is different according to the size of the largest
noduie.

For solid and part-solid nodules 5 mm but less than 15 mam, there are two options. The preferrad
opticn (A) 18 1o perform another Jow-dose non contrast CT 3 months tater; if 1t shows growth at &
malignant rate (see growth assessment), biopsy is recommended; if thers is no growth or panial or
complete resofution, the workup stops. If the nodule is solid and greater than 10 mm in diameter or
the sohid component of e part-sotid nodule is greater than 10 mm in diameter, then another option (B)
1s to perform PET scan and if the result is positive, biopsy is recommended, while if negative ar
indeterminate 2 low-dose CT 3 months later is performed and acted on as specified i option A,
When multiple nodules are present and occult infection or inflammation is a possibility, an added
opiion {C} is a course of a broad-spectrum antibiotic with anasrobic coverage followed by low-dase
CT 3 months later (13} and the result is acted on as specified in option A

For solid and part-solid nodules 15 mm or larger in diameter two additional options are available, If
the nodule appearance is highly suggestive of Tung cancer, immediate biopsy is one option (D). Ag
cceulr infecton is & possibility, option (E) is a courss of an antibiolic with anaerobic coverage
followed by low-dose CT 1 month fater 13); if the CT shows no resolution or growth at a wmalignant
rale (see growth assessment), biopsy 1s recommended. If there is partial or complete resolution on
CT, the workup stops.

If a solid endobronchial nodule 3.0 mum or mare is identified, 4 jow-dase non-contrast CT scan g
performed within 1 month, At the ttree of the follow-up CT scar, the participant is asked to cough
vigorously several times. If the nodule ig still present. the participant is referred for pulmonary
consultation, and if necessary, bronchoscopy.

For all individuals in whom the diagnostic work-up was stopped or the biopsy did not lead to &
diagnosis of lung cancer. repeat CT 12 months after the initial baseline CT is 10 be performed.

Repaal screenine
"t L)

On repear sereenings, again, the reader’s first concern with the initial CT is to idemiify all non-
caicified nodules. but now regurdless of size, and with special regard for the nodules(s), if any, that
produced a semi-positive result on the initia] CT af baseline. The focus, amonyg these, is on those
nodules that are showing growih since the previous screen, of overall size or the size of the solid
component if previously part-sclid. or appearance of a solid component if previously nonsolid. 7o
determine whether growth has occurred, the reader compares the current images with the
corresponding previous ones, displayed side-by-side.

On repeat screening, the result of the initial. low-dose CT test is positive if af least one non-calcifie
solid or part-solid nodule 3 mm or larger, or a solid endobronchial nodule 5.0 mm or larger in
tameter with inrerim growth is identified, whether newly seen or seen In retrospect but not
previously identified. If a new solid or pari-solid nodule fess than 2 mm or nonsohid nodule of any
size 1s identified, the result is semi-positive and calls for CT 12 months tater If the test 16 negative. a
repeat CT 18 1o be performed 12 months later.

The documentation of the repeat-screen nodules of record -- ones that even alone would have made
the test result positive -- is analogous to that at baseline, except that this documentarion ig
supplemented by the corresponding characterization of the nodule in the previous screen. The further
dizgnostic workup depends on the size and consistency (solid or part-solid) of the nodule(s) of

&



Juiv 1, 2011
record.

If all the non-calcified newiy identified solid or part-solid nodules are more than 3.0 mm but less than
5.0 mm 1n diameter, low-dose non contrast CT at 6 months after the prior one is {0 be performed; anv
nodule with further growth at & malignant rate {see zrowth assessment) is recommended for biopsy; if
growth 18 not at @ malignant rate or no growth is seen in any of the nodules or they have completely
or partially resolved the workup stops.

If at least one of the newly identified noncaleified nodules, either solid or part-solid, 18 5 mm in
diameter or larger, the preferred option (A) is an immediate course ofa broad-spectrum antibiotic
with anacrobic coverage followed by low-dose CT 1 month after the prior low-dose test. If it shows
growth (see growth assessment), biopsy is recommended: if there is compiete or partial resolution,
the workup stops. If the nodule is unchanged, then there are two options (B) and (C). Option (B) is to
perform a low-dose CT 3 months after the initial CT and if it shows growth, biopsy is recommended,
otherwise the workup stops. Option (C), preferably for solid nodules 10 mm or iarger and part-solid
nodules whose solid component is 10 mm or larger, is to perform PET scan and if it is posiiive,
immediate biopsy is recommended while i it is indeterminate or negative, low-dose CT 3 months
after the initial CT is performed, If the nodule shows growth on this follow-up CT, biopsy is
recommended, ctherwise the workup stops.

If a solid endobronchial nodule 5.0 mm or more is identified, a low-dose non-contrast CT scan is
performed within 1 month. At the time of the follow-up C'T scan. the participant is asked to cough
vigorously several times. If the nodule is sti}l] present, the participant is referred for pulmonary
consultation, and if needed. bronchoscony,

For all individuals in whom the work-up was stopped or the biopsy did not lead 10 a diagnosis of lung
cancer, repeat CT 12 months after the prior baseline or repeat CT is to be performed.

Assessment of growth

Growth of 2 nodule is defined as enlargement of the entire nodule and/or of the solid component of &
pari-solid nodule and/or the development of & solid component In & nonsolid nodule on the follow-up
C'T after the mitial annual repeat CT. Short-term assessment of growth, based on CT images,
inchudes consideration of the measurement error and whether nodule volume doubling raie is
consistent with malignancy. Volume doubling rates are based on measuring the change in nodule
volume from two time separated scans. The time between these two scans must be sufficiently iong
for & significant detectable change in volume to occur.

The miual low-dose CT scan is used for the initial nodule measurement, All subseguent CTs of the
nodule(s} are again performed at low-dose, ideally with the same scamning parameters that were used
0 acquire the inital images. The use of contrast material is Dot involved,

Conservative criteria for a significant percent change m the nodule diameter or growth of the solid
componettt i part-solid nodules are: a) for nodules < 3 mm in diameter, it should be at least 50%: b)
fornodules 5 - 0 mm in diameter, 1t should be at least 30%.; ¢y for nodules » 10 mm in diameter, it
should be at least 20%. The time between the serial CT scans 1o observe fhese changes s given in fhe
baseline and repeat screening sections of this proiocol. A very rapid growth rate ip the relevant time

ertod Is more suggestive of an infection than a malignancy and in this case & course of antibiotics
followed by CT 1 month later is to be performed.
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Computer assisted growth rate is still a topic of research, and there is variation among the different
software that 1s currently available, These gnidelines have been developed as a result of the
evaluation of our in house sofrware, and may differ from others, including those that are
cotnnercially available. With careful technical end clinical quality review as outlined below, the
esults of compurer analysis are useful in guiding the workup. In this assessment, the screesing site
has access 1o having an analysis performed using the ELCAP web-based research tools (16-20).
When using any computer assisied software, the radiologist must be sarisfied with the quality of the
CT images and the computer segmeniation results as uliimatel v itis clinical judgment that determines
whether growth has occurred. The computer scans and the segmentation should be mspected for
1mage quality {e.g.. motion artifacts) and for the quality of the segmentation. The radiologist should
visually mspect both nodule image sets side-by-side 1o verify the quality of the computer
segmentahon for each image that contains a poriion of the nodule, The segmentations should also be
examned for extreme errors such ag when a vessel i segmented as part of a nodule In one scan but
not i the other. Scan slice thickness should not excesd one-fiird of the nodule size. Alsc. use of
awtomated algorithms when thers is variation in the sCanning parameters, in particular, different
collmation, shouid be interpreted with caution.

Communication of resulis

The results of the Interpretation of the initial, low-dose CT scan are sent 1o the referring physictan
and the participant. Barly-diagnosis regimer is described in the congent form and is to be
communicated by the physician to each subject. If, however, the subject or his/her physician refuses
1o follow the recommended regimen, the acmal work-up must be carefully documented using the
web-hased management sysiem. :

Biopsy

For the biopsy procedure, CT-guided percuraneons transthoracic fime-needle aspiration is preferred,
as this is & 1-hour, minimally invasive, outpatient procedure performed with local anesthesia at the
needle puncture site, If this is not feasible, nitrasound or other guided bronchoscopic biopsy is an
aption. Video-assisted thoracoscopic VAT biopsy can be used: howevear, use of this procedure
TEQUITEs & VETY Btrong suspicion of malignancy. 1t is recommended fhat prior to VAT, growth
assessment al a malignant rate be performed as well as a PET scan whep feasibie. The mages of the
cvtology and histology specimens are entered into the web-haged management svstem.

The biopsy specimens are described and classified into standard diagnostic categories, Digital
images of the cytology and histology slides are submitted for independent reading by the I-ELCAP
Cytelogy and Pathology Panels, The disgnosis of these panels is used as the final diagnosis for study
purposes, and it is documented on the study forms in the -HLOAD catabase,

Classification and characterization of diagnosed cancers

A diagnosis (rule-in) of lung cancer is classified s a baseline sereen-diagnosis if it results from
work-up prompted by a pasitive result of the mitia] OT on baseline, regardlzss of when the dragnosis
actuaily is achieved. It is clessified in this way also if the result was “semi-positive’ i the sense of
calling for a repeat CT 12 months later - on the grounds that ai least one non-caicified nodule was
identified but none met the size criterta for o positive result, If the result of the inital CT 2t baseline
15 negative and diagnostic work-up is prompted by suspicion-raising symptoms {or an incidenal
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finding) befors the scheduled first anmual repeat screening, it is classified as an interim-diagnosis in
the baseline cycle, again regardless of when the diagnoesis is achieved, Analogons attributions are
applied 1n the context of repeat-screening cycles.

Each diagnesed cancer is characterized according o indicators of how sarty and otherwise significant
the cancer is — all of this bearing on the prognostic issues. Initially the descriptors are defined on a-
priori grounds, as specified in the section below. Uliimately, once enough outcome mformation is
available, the descriptors of prognostic relevance can be selected on the basis of the acerued data,

Principal among these descriptors/indicators is the clinical siage of the disease at diagnosis. Clinical
Stege I, for purposes of I-ELCAP research, is defined by no manifestations of lvmph node metastases
i the hila, mediastinum, supraclavicular or axillary regions, nor distant metastases i adrenals, Bver,
spleen, bones, or soft tissues visible m the chest T and no signs of metastases on PET scan. if
performed. The presence/absence of lvmph-node and distant metastases (N and M statas) is agsessed
on the most recent CT scan at the time of diagnosts, and also from a PET scan, if available, The
person is sill classified as being of clinical Stage I as long as these imaging swdies do not
demonstraie evidence of lymph node or distant metasases (NOMO} aven when there is more than 1
adenocarcinoma, all iess than 30 mm in diameter {6,21,22). Monitoring and quality assurance is
directed to this aspect of the Program.

Closely related to the clinical stage of the disease is the size of the fumor, notably within Stage 1(23).
Quality assurance in respect to this descriptor of the diagnosed malignancies is intemnal to the I-
ELCAP database, as the study data from the images are available for central measurement. Two
measurements of size can be used. One of these is the ‘diameter’ involved in the present regimen of
early diagnosis presented above; the ‘diameter” is the average of the nodule’s length and width. In
the analyses, however, an alternative 1o this may also be used: the nodule volume determined
auromaticalty using available software.

Important also is the twnor's volume doubling rare. This rate is critical to the eariv-diagnostic
regimen, particularly for tumors less than 135 mm in diameter, and is also presumably quite significant
prognostically. This doubling rate can also be derived centraily — and on the basts of automated
volumetry (16205,

Eminently important are the pathology data, especially for the disunction between cell types, most
notably smaki-cell and non-small-cell types (21-25%. Further differentiation of adenocarcinome
subtypes are being made (22). Other descriptors of prognostic significance may be added, if data-
analysis affirms thewr relevance. The study data for analysis are, again, derived centraily.

It 15 hoped that prognostic characterization of the diegnosed cancers cap also, in the not too distant
future, be in part based on ‘biomarkers’ of the cancer's degree of aggressiveness. Pursuil of this goal
15 part of the research aims of [-ELCAP.

interventien policy

When hing cancer has been diagnosed by the experimenial regimen of early diagnosis, that diagnosis
creates a situation not imherently one of medical research but of madical practice. The I-ELCAP
protocol (of research) naturally does not dictate decisions of practice. However, since the concern in
the Program 1s to learn from the treatment injervention practices, close documentation of the
intervention(s) is required. Also important to carefully document is the ocourrence of any
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complications of the intervention(s), notably surgical death {within 30 days) and other serious
complicetions,

The pathelogic stage of the cancer in terms of presence/absence of lymph-node involvement and
respective station (N and M status) and intrathoracic extension (M} 18 based on the surgical findings
which are documented. Representative pathology shides are sent for review by the Pathology Panel
according to the pathology protaco! (10).

Embedded in the framework of the [-ELCAP. there is OppoTuRItY to study the relative merits of
alternative inierventions. With select subtypes of lung cancer diagnoses, some insitutons may wish
1o participate in randomized controlied trials (RCTs) designed o address the relative merits of
different therapeutic interventions, RCTs on Drevention options are also possible, studies durected,
for example, to chemeprevention of recurrence.

The choice of intervention, mcluding the decision whether to mtervene, naturally is dependent on
mdrvidualized prognosis under whatever action is considered, To devetop new knowledge for the
individualization of prognosis, ancillary studiss on the role of biomarkers are encouraged among 1-
ELCAP participants.

The ELCAP Management Svstem

For the purposes of I\BLCAP, there is a web-based interactive systern to guide the actions, and 1o
document these actions and various findings, from the initial contact to schedule the baseline
screening o the end of the follow-up of at least 10 vears of a diagnosed case of lung cancer {261,
The system is accessed from any computer connected wo the Intemet at the participating institation. it
presents the context-relevant data form and thereby provides for immediate dara eniry, at the initial
contact and at each subsequent encounter, Not only does it puide the actions in any gIven encounter,
but it also schedules the next one. All of the information is automatically transmitted to the
mstitution's data repository, The system monitors prowcel conformity as well as compieteness and
consistency of the data at the time of it entry.

The sysiem also provides for electronic wansmission of OT tmages (using siandard DICOM
protocols) and digital pathology “slides” to the institution’s repository. This allows for central
reading, tncluding the automatic assessment of nodule volumes and rate of growth. At the same time,
cach participating institution has high-speed COMPAEr access 1o its own data.

The system assures confidentiality and refiahility. In the transmission, secure scripts are used.
Unigue passwords are required for access to parucular segments of the central database, Accesging
the data from each msttution involves buili-in encrypiion to maintain security over the Internet fssh2
and 551 for web access). Identification of the subject is available only 1o the participatng
institution, as only the system-assigned code-identifier is available in the I-ELCAP database,

Cyuality assurance

In I-ELCAP, gquality assurance is a ceniral concern, It begins with application of the criteriz for data-
contributing institutions” admissibility for eollaboration (above), and It is served by the built-in
management system described above, Additional elements are an wmtegrel part of the I-ELC AP
database. These inciude, but are not limited to: central reading of images for ieaching purposes. the
training of site coordinators as to the WELCAP database, and monttoring of their performance — and

it
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recommending correcive actions. as needed.

4 team of professionals consisting of radiologists, pulmonologists, thoracic surgeons, oncologists,
and pathologists working together and meetng regularly has proven to be the most 1mportant

coniribution w assurance of quality in implemeniing the protocol with efficisncy and safety. Such e
muit-disciphinary team should be formed and serve at every I-ELCAP siie.

Qualifications of the radiologists in the participating institulions consist in board-certification and if
possibie subspecialization in chest imaging. They have continual access to the electronic teaching
files imbedded in the management system and are sncouraged o visit the -ELCAT database centar
for iraining sessions provided oy its chest radiologists who are highly experienced in the use of CT in
the various phases and situations involved in early diagnosis of lung cancer {cf. Regimen of Early
Dragnosis. above), This training is concentrated in the time before an mstitution begins its subiect
enrollment and It is also available subsequently as needed. The first 100 baseline C'Tx submitted by a
site are also read at the L-ELCAP database. The site receives each central report together with &
discrepancy report and is asked to prepare the final report using the central mput. After completion of
the first 100 baseline CT scans, & report of the results are sent o the site and 5 conference call 15
scheduled to discuss the resalts and any other guestions and concerns. A similar process accurs after
the next 100 and afier 500 baseline CTs are completed. For the radiologists. review of I-ELC AP
teaching files (electronically available by the web-based management svstem) and participation in the
International Confersnces on Screenmg for Lung Cancer are required,

As for the pathologists in the participating centers. information regarding the preparation and reading
of eyiology and histology specimens is provided by the pathology protocsl (10). In addition, an
outside pane! of pathology experts, the Pathology Panel and Cyrology Panel. review the pathology
specimens (helow).

Qualifications of the size pathologist consist of board-certification in pathology and, if possibie,
subspecialization in chest pathology. These qualifications are supplemented. as needed by on-site
raining at the I-ELOAP database with pathologists who are experienced in the pathology readings of
specimens oblained in the context of the -ELCAP protocol. They can elso participate in the reviews
that are held by the Pathology and Cyviology Panels. Quality assurance is provided by comparisons of
the site readings with those of the Expert Cytology Panel and Expert Pathology Panel. For the
pathologrsts, review of LELCAP teaching files (slectronically svailable by the web-based
management system ) and participation in the International Conferences on Sereening for Lung
Cancer are recommended.

The smdv coordinators of the participating institetions are trained by the senior supervisor of the
coordmators as w0 the I-ELCAT database.

i{1ssues arise that cannot be resolved by conference calls, site visits 1o the partcipating institution are
made 0 better assess the 1ssue. The site will be provided a reasonable period of tire o accomplish
any remedial actions,

Guteome determination
Every effort will be made by the -ELCAP slies (o assure complete [0-vear follow-up of all

diagnosed cases of lung cancer. The beginming of this is documentation of all information that serves
1o idenufy the patient over time meluding the Social Security number in the 1S (or equivalent



Fulv i, 2011

internationally). And where the local efforts fail, assistance in locating the nazsor or identifving
his‘her death will be given, as well as in documenting whether manifestations of metasiases have
occurred and the cange of death.

Embedded 1 this protocol is the opporfunity © pursue the analysis of those date in the database that
provide new mformation related to the diagnosis and prognosis of lung cancer, according o its
diagnostic disuibution and reatment interventions.

Smoking cessation

Smoking cessation efforts need w be built into the program, pamcuidl v for current smoleers but also
for former smokers, CT screening provides “z teachable moment” for smoking cessation advice (27)
and bas been shown nof to cause former smokers to start smoking (28). However, personalized
counseling or referral 1o quit {ines and other support groups is useful.

Worlkup of ancillary findings

The following recommendations for thyvmic masses, cardiac calcifications and emphysema may be
modified as additional data accrue in LELTAP.

1. Thymic masseg

Based on the frequency and natura) course of thymic masses identified in baseline and annual repeal

screenings for lung cancer {29}, the following work-up recommendations are made: If the mass is Jess

than 3.0 oo in dmmuiﬂz on bass*mc CT. follow-up CT one vear laver is recommended. If the thymic
1ass 1s greater than 3.0 cm or shows growth on the follow -up CT, then further workup according o

standard practice is recommended,

2. Cardiac calcifications

If the cardiac caicification score is 4 or more, a referral w0 a cardiologist, with special focus on

nreventive cardiology is recommended (30, 31).

i Emphysemsa

If emphyseme is present and previously unrecognized, pulmonary function testing and consultation
with a puimonologist are recommendad (32).

-
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MEMORANDUM
TO: Edgar C. Gentie, Esq.

FROM: Diandra S. Debrosse, Esq.

DATE: August 36, 2611
RE: BuPont:CT Scans and Medicare: Our File No. 4609-1 1}

It 1s of no consequence for Medicare purposes whether the OSF or DuPont pays for CT Scans
as it does not involve medical treatment for which billing will be sent 1o Medicare or Medicaid. The
oniy issue which arises is with regard to any intermediary testing which mayv be reguired by the
physician to make a determination as to whether the CT Scan is medically necessary.,

The Medicare Secondary Paver Statute {the “MSP Statute™) allows Medicare to recover
“payments that have been made, or can reasonably be expected to be made under a workmen's
compensation law or plan of the Untied States or a State or under an automobile or liability msurance
policy or plan (including a self-insured plan) or under no fault insurance.” 42 U.S.C. 1395901 (2)(A)
(2010). The MSP Statute applies where Medicare is 2 secondary payer, that is to say. only liable to
pay the remainder of medical ills that some other person or entity is not responsible to pay. 42
U.8.C1385v(m){ (A} (20101,

Future Medical Testino

Medicare and Medicaid 1s not being asked to pay for any test incidental to madical care in
the Seftlement’s medical monitoring program. It 15 our understanding that all Parties are in
agreement that DuPont 15 the primary payor with regard to medical testing.

The only potential Medicare or Medicaid 1ssue which may arise is where a physician may



etermne that additional tests (e.g., a chest x-ray) or services are necessary to determine whether he
or she should recommend 2 CT Scan for an eligible claimant, Arguably, these tests and/or services
are part of the medical monitoring program and should be covered by DuPont. In the event that
DuPent were to disagree with this position, and Medicare and/or Medicaid were to cover the
preliminary exam or other prelintinary services necessary to make a CT Scan recommendation, there

would potentially be room for Medicare or Medicaid fo seek reimbursement for these services.

Pavment by DuPont v. Thé OSF

Whether the'QSF or DuPont pays for the CT Scan has no bearing on the above anal ysis and
means nothing to Medicare or Medicaid, CMS’s main focus is o ensure that they do not pay for
services that should be paid by another party. In this matter, whether the QSF or DuPont pays, the
main focus is to ensure that Medicare or Medicaid is not billed for any services which can be seen
as part of the medical monitoring program,

As part of the guidelines, physicians should be emphatically reminded to solsly bill the QOBF

for any testing covered under the medical HORIOTing program.

-
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II. PRELIMINARY MEDICAL MONITORING
IMPLEMENTATION BUDGET
NOVEMBER 1, 2011 TO AUGUST 31, 2012




MEMORAND UM

TO: Edgar C. Gentle, I, Esqg.

FROM: Terry D. Turner, Jr., Esqg.

DATE: Angust 31, 2011

RE: Perrine-DuPont Settlement - DuPont Objections; Our File Nos, 4609-1 iR},

{NN} and {GG-1}

The purpose of this memorandum is provide you with my critique of the Objections of E. I,
DuPont De Nemours and Company to Proposed Second Budget and Proposed Order Regarding
Same (the “DuPont Objections™) filed by DuPont on August 19,2011 and attached. The following
paragraph numbers correspond to the paragraph numbers contained in the DuPont Objections.

2, DuPont states that the draft Budget is not based on actual numbers or negotiated
testing rates. The Claims Adminisirator has experience in this area to provide an educated estimate
on the projected budgetary expenses, and the Third Party Administrator is well qualified to provide
a projection on testing rates.

o, DuPont cites the fanuary 18, 2011 Order concerung the setting aside of reasonable
reserves to cover the estimated cost of the medical monitoring program, although this can be viewed
as a separate matter from actually funding the year Budget in advance.

11 This appears to address the Bridge Funding issue, to be briefed then decided by the
Court.

15. This appears to address the Bridge Funding issue, to be briefed then decided by the
Court.

19, The Budget does not assume that all active claimants will come in at once during the

first year, it is based on a 75% show-up rate.

20. The attached Budget summary of projected expenses shows that Wwe estimate a total
of $4.535.873.12 in Medical Monitoring Program post-implementation date expenses.  Of thig
amount, $480,963.66 represents administrative expenses (excluding FASRE § Contingency Reserve
amounts}, which is 10.60% of the projected Medical Monitoring Program post-implementation date
expenses. The FASB 35 Contingency Reserve is not only for possibie additional administrative
expenses. but is a general contingency for any other under-projected expenses,

In our latest draft of the proposed Budget, we have segregated CT scan costs and incremental
administrative costs related thereto (excluding common expenses so 1t 1s not a fully-allocated cogt



projection). We also aliocated an additional $52,123.77 of the administrative expenses to CT scan
related administrative expenses (taking into account reasonably foreseen future litigation expenses,
design costs, and extraordinary administrative costs in administering this part of the Medical
Menitoring Program), so that the Medical Monitoring Settlement Fund - Post September 1, 2011
Implementation Date Expenses (Excluding CT Scan Expenses) administrative expenses would equal

approximately 10.36%.

Of the total medical monitoring pro gram post-implementation date administrative expenses
totaling $480,963.66 {excluding FASB 5 expenses), (1) $249,477.63, or 10.36%, of the
$2,407,835.93 post-implementation date expenses (excluding CT scan expenses) represent
administrative expenses; and (i) $231,486.03, or 10.88%, ofthe $2,128,037.19 post-implementation
date CT scan expenses represent administrative costs.

Finally, concerning Dr. Brookshire’s administrative expense estimate, it may be that Dr,
Brookshire estimated 2 10% administrative fee rate for the Third Party Administrator, not Claims
Administrator and Claims Office costs. In fact, the Third Party Administrative costs are now at
4.15%. Dr. Brookshire also assumed that Implementation of the Medical Monitoring Plan would
be non-controversial, absent complications respecting the CT Scan.

In a call with the Finance Commitiee on August 31, 2011, a question was asked about
meluding Guardian Ad Litem fees in the C'T Scan portion of the budget. Although the Guardian Ad
Litem represents children, they will ultimately become adults who are CT Scan ehgible, so we
believe Guardian Ad Litem participation is appropriate. We split her budgeted fees as follows: 759
for Non-CT Scan Budget and 25% for CT Scan Budget,

Should you need anything further, please let me know:.

TDT)r/
Attachment



PERRINE DUPONT SETTLEMENT ADMINISTRATION BUDGET NO. 2 septernber 1, 2011 DRAF

SEPTEMBER 1, 7011 THROUGH AUGUST 31, 2012

_
{APPROVED BY THE COURT ON D. MEDICAL
AUGUST 31, 2011} | MONITORING
B. MEDICAL MONITORING | C. MEDICAL MONITORING | | SETTLEMENT FUND -
SETTLEMENT FUND - SETTLEMENT FUND - posT | | POST SEPTEMBER 1,
ADDITIONAL START-UP AND SEPTEMBER 1, 2011 2011
(APPROVED BY THE COURT ON | CLAIMANT REGISTRATION (PRE-  IMPLEMENTATION DATE IMPLEMENTATION
i AUGUST 31, 2011) IMPLEMENTATION DATE) EXPENSES {EXCLUDING CT DATE CT SCAN
| | A. PROPERTY REMEDIATION = EXPENSES FROM INITIAL SCAN INCREMENTAL INCREMENTAL
L SETTLEMENT FUND DUPONT FUNDING* EXPENSES)** EXPENSES™ TOTAL
s N Y YT BT R —— T
October 2011 $644,965.13 $104,834.63 ma 331.66+ $763,731.42
 November2011 | Seaasesasl T $4454231 T Sugmizay] | $11765166]  $937,871.51
_ December 2011 o ses108L 18 52401875 528365833 |  s5a.454. 40 §1,213,182.67
 danuary2e2] | seso81994 $11,02500,  $33a19871 $25525276]  $1,201,396.41
February 2012 L feesweds T some| T Tsoma05208| | $254.454.40  $1.20163267
March 2012 566194484 e \I.:.._.M@bm. .. $282,700.15 $253,038.79 B wwwmmw 88
. April2012 o .sL20751444, T Tspgp 328324053 $253,837.15
. May2012; | e s000, mwmwwm@wfm N Mw_mw\omm / w;iim.\sﬂ Ew ,253.38
_dune2t12) ﬂ Noﬁ 514.44] B e $0.00) _ 3282,700.15| | $253,038.79)  $1,743,253.38
““““ . duy2012 gy 1,248, mﬁmbl.é...;J_...............|, . $35,000.01 5137,394.61 ,..I,_mmd 03441 $1,538, ,943.47
] »:mc& 2012 L 51.207.514.44 e S000 8129, 9,854.24  $116,236.04 $1,453, m% 72
_Torats - 21064150985 $37938033  S240783593' | s2128037.19 _..815556.763.30
+ mmo.th mw S maamm ﬁ:_a ,m with ::_Swﬂm.mms:m:ﬂ ccmmmno: Ecvo:ﬁ or o:m_:& ,mc_wa_n.mm.,i‘o:;o_ ng _H:ma antcm& me vm Qmﬁm::_:mg c<..,9.m ..nocn J -

* Register means to prove Class Mermbership, it does not require participation in the Medical Monitoring Program. These expenses are in addition to the S50,000

contingency
Area, such a

R’ The total amaunt inciudes 541,420 in projected CTi Administrators expenses for a Central Repository for Scientific Research Concerning Test Resulis, with these
projected expenses only being used for the purpose of coltecting and maintaining the test results, and NGO to do research, which may be performed by an independent

researcher,

approved by the Court in the first budget. These additional expenses are the result of unforeseen complications in proving claimant residency in Sm Class
s the difficulty in n tching the stated addresses with a pk hysical ocation.

by DuPont (with caveat in footnote + m_uo,\.mu.

This issue was resolved by the Court on August 24, 2011, _with test resufts ﬂo‘v..m...mwoﬂ d for cansenting cf imants.




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
SEPTEMBER 2017 *##%*

mxmm:mm nmwmon

A. Llaims b&g_smm:‘mgq mmmm mmmmm on Ummmu_ in
m.mmm.nn__x A

Claims Administrator Legal Fees {Claims Office and
General Case Administration Services, Database Loading
and Programiming, and Tax and Accounting Support)

Claims Administrator Property Soil and House wm.m:_.ﬂm
Check Preparation

(APPROVED BY THE
COURT ON AUGUST 31,

Member ﬁ:mnr..m.m.mmmznm Fees

Claims Administrator Legal Fees for Medical _Sc:;om_gm
Provisioning

Claims Administrator Medical §om:o::m xmm._ﬂmﬂmmm Qmmm

Previously >tnmo<mn_ Qu:zm >m5_m_w:m8~ wmmm_ Fees for
Contingency for final Determination of Medical
Monitoring Class Membership and Payment of Bafance of
Medical Monitoring Class Member Cash

Qm:E ﬁmm::;iﬁﬁ Emmm _nmmm %oﬂ Property PomEE
Ocmwﬂm:w EERE

Total Claims Administrator Fees and Expenses

m Pmumnz mSmBE OaE mxmm:mmm #ax

2011)
B. MEDICAL C. MEDICAL
MONITORING MONITORING D. MEDICAL :
SETTLEMENT FUND - SETTLEMENT FUND - MONITORING
ADDITIONAL START-UP PCST SEPTEMBER 1, SETTLEMENT FUND -
{APPROVED BY THE AND CLAIMANT 2011 POST SEPTEMBER 1,
COURT ON ALUGUST REGISTRATION (PRE- IMPLEMENTATION 2011
31, 2011) IMPLEMENTATION DATE EXPENSES IMPLEMENTATION
A, PROPERTY DATE} EXPENSES EROM {EXCLUDING CT SCAN DATE CT SCAN
REMEDIATION INITIAL DUPONT INCREMENTAL INCREMENTAL
SETTLEMENT FUND FUNDING # EXPENSES) ** mX%mmem n ; Total
- QAR ooy a— . b 4, .
2 4600000S 4600000 |$ ; _ ° __92,000.00
S 355000, - o o ‘ P 355000
R S - ) R T LB 500000 |
R _lopoooo s S N R R 5. 10,000.00
|
S Tod% . ®spgooools ] ‘ 2500000 |
4P 6500000 5 o ] 15 B5,000.00
l® 1145500018 8600000 | $ o - 13 20055000




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
SEPTEMBER 20033 *%%*%

Property Program Soil Clean-up Annoyance and b
Inconvenience Claimant Payments ) _ 26350000, I i 5 26350000,
Property Program Soil m:mmo:‘um qw‘mﬂﬁm.vm,\:ﬂ.mm..ﬁm m ) wwm 860.00 | e . o L \m‘ 135,860.00 |
Property Clean-up Techinical Advisor ) ] 25,000.00 | o E - e 22500000
Total Property Program Only Expenses ) S 488360.00 % o N L $ - |'$ 48s360.00
€. Medical Monitoring Program Only Expenses **** ) ) R i B ] o B

Party Administr rator Fees and Bpenses s " N N 20,00000 5 11,993.25 |+ 18 6199325

wm_mm_wasam_ Medical Monitoring Expenses i S N BE -1 ) - s
Guardian Ad Litem Fees (20 hours per month @ $250/hr) | § e spooo0ys | % 500000
Total Medical Monitoring Program Only Expenses m,- ) ] - s _ .. 5500000 | § 11,993.25 ' + Jm1 ) - 1S5 66,593.25
D. noimﬁloz mxbm:mmm mrm_.ma by Both mmmﬁ_.m.ﬁm:ﬁ N e o R - o -
Programs } S : _ i . i
Finance no:mmwﬁ‘mm mmmm NND r.m.m_wmsmmnr vmm Eo:mr @ ‘
$250/hr) 5 500000 % B I 5 10,00000 |
‘_un:zmm Costs. - -‘ - N s _ 50000 5 ) A 5 1,000.00 |
WebHosing 5 Chso|s IS
QEBM OfficeRent B s wmm.ooJ 5 s
..... I - 125605
R - 20000 0

Office _mm:wmumm ) ) ) 3 100.00 | § -
Photocopies 1S 5000 8 i 1,250.00
wm_‘mno_u_mm ) - ) - W o wa DD W o me oo
Postage [ 250.00 | § 250.00
@.m,a_.‘m,xuammm - T s 125.00 | & 125.00 ..
O*Emm:n.v:mm ) i ‘ s 25000 m. 250.00
omam mg:ﬁ_jm:w - T s 12500 g 12500
._,mmmmnwwo:m mm:\_nm T - o ) mwm.oo\.w. T mwmmm
Westlaw Legal Research g g B0
Vehicle Insurance and Repais g7 o 1500
n_.w 1S _paﬁ_ﬁvwﬂmﬁm wmw_ammnm mmﬂi. T , m - woo.oomz o -woo.cm

es for Claims Ads :\mﬂmmﬂﬂ Resi ‘-- 5 J\mmm@;lm ...... B . B2 mo m 12500
Airfare (6 round trips from Alabama) 5 ass000ls  1,550.00 J R $ .
Aport Vehicle Storage (@ $12/dy) S goo s agoen| I T 2
Claimant File Storage Monthiy Rent i s 150.00 | ¢ 150.00 B o T 3 A;




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
SEPTEMBER 2017 **+*+

* Register means to prove Class Membership, it does not require participation in the Medical Mositoring Program. These expenses are in addition to the 550,000 conlingency
approved by the Court in the first budget. These additional expenses are the result of unforeseen complications in proving clabmant residency in the Class Area, such as the difficulty
in matching the stated addresses with a physical location.

Iqocm?mama Emumam_ac:m_mm:Sw:aon _u.x..ocvoﬁ. o ) o o o
4% Based on the detailed budget developed by the Claims Administrator and the Property Technical Advisor in Exhibit A contemplating that, during the budget period, (i} Class
Member registration for the 227 soil parcels in Zone 1A, and the 2,752 houses in the Class Area, will be completed, the resulting $227,600 (51,000 x 227) in inconvenience payments
prior to testing for Zone 1A sails will be made and the $275,200 ($100 x 2,752} in inconvenience payments prior to testing for Class Area house inconvenience payments will be
made; (ii} soil and house testing will be completed, with one-third of soils and one-third of houses being contaminated, with the other two-thirds receiving thelr 3608,000 (54,000 x
152} in soil inconveniance payments and $734,000 {$400 x 1,835) in house inconvenience payments; and (i} soil remediation for the paositive testing soil parceis is one-third

completed. The Property budget reflects the best estimate of the costs for testing the class area soil and houses at this time, and the best estimate of the cost of

ﬂm%m,&;m‘ﬁﬂwm:m, n.mrﬁma:m:mwma soils in Zone 1A. After ﬁmmzxw-mm completed, which we nawmnﬁ to be March 31, moum we will revisit the _#o_umﬂm,\ Ucammm umm?m.
Property Remediation {Clean-Up) Program Order,

***¥+ See Exhibit £

Court's June 27, 2011

Total Common Expenses . R 1134250 18 11,342.50 | LA - $ 2268500

E. EASB 5 Contingency Reserve (5% of above accounts) $ 30,712.63 | § 7,617.13 | § s - S 38,929.41

~ TOTALof A, 8 C DandE T m mha‘mmw.mm 5 o Hmw.mwm,mw S ‘ 5 : - S mw.ﬁmp.\,mm
e e - e _ e

¥ For this month, comman overhead expenses are split on a 50:50 basis between A, Property Remediation {$11,342.50} and B, Medical Maonitoring {Pre-Implementation Date)
($11,342.50).

1. Bue to the increase in utility costs at the Fire Station, the Cla
In Exhibit D.

his adjustment is attached

# The amount of xn‘mammm,J..mm.ﬁmmm._rmaw and is to be briefed by DuPont, Class Counsel, and other Interested Parties, then decided by the Court.

+ Alter adjusting the estimated number of Medical Monitoring claimants to 3,500, the projected TPA pre-implemeantation Date Medical Monitoring claimant Qmuma:o: mm:.;nmm
during September and October 2011 increasad from $26,524.57 to 27,300.00 (inctuding the 5% FASB 5 Reserve), We anticipate that the FASB 5 Reserve for September and October

2011 should be sufficient to fund this additional amount of $775.43, so we have excluded this additional amount from the Budget and it will nat affect the requested Bridge Funding
amount.




PERRINE-BUPONT ADMINISTRATION BUDGET NO. 2
OCTOBER 2011 *¥¥**

{APPROVED BY THE
COURT ON AUGUST

{(APPROVED BY THE
COURT ON AUGUST 31,
2011)

B. MEDICAL
MONITORING
SETTLEMENT FUND -
ADDITIONAL START-UP
AND CLAHVIANT

C. MEDICAL
- MONITORING
SETTLEMENT FUND -
POST SEPTEMBER 1,
2011
IMPLEMENTATION

D. MEDICAL
MONITGRING
SETTLEMENT FUND -
POST SEPTEMBER 1,

31, 2011} REGISTRATION {PRE- DATE EXPENSES 2011 IMPLEMTATION p
A. PROPERTY IMPLEMENTATION DATE) | [EXCLUDING €T SCAN DATE €T SCAN
REMEDIATION EXPENSES FROM INITIAL INCREMENTAL INCREMENTAL
Expense Category SETTLEMENT FUND DUPONT FUNDING * EXPENSES) ** EXPENSES # TOTAL
A. Claims Administrator Fees Based on Detail in Appendix
a e - _ ]
Claims Administrator Legal Fees {Claims Office and General
Case Administration Services, Database Loading and
Programming, and Tax and Accounting Support)
‘ $ 46,000.00 | $ 46,000.00 | - 1% 92,000.00 |
T mﬁowmaumz,\w T e mm;w S U o (SO e A b Dt st
Check Preparation 5 3,550.00 S 3,550.00
Claims Administrator Medical io_iom:mkmmmwmwmwma.n_mmm .......... I
Member Check Issuance Fees — $ - 5 2,500.00 | & - 5 2,500.00
Claims Administrator Legal Fees for Medical Zo:ﬁozlm. ) o o , :
Provisioning o o o ] R - 10,000.00 | $ - S 10,000.00
Previously Approved Claims Administrator Legal Fees for o o e T
Contingency for Final Determination of Medical Monitoring
Class Membership and Payment of Balance of Medical
Manitoring Class Member Cash :
AR B S o8 250000018 " 1% 25,000.00
Claims Administrator Legal Fees for Property Program
Ouersight*=* 1% 65,000.00 $ - § 6500000
Total Claims Administrator Fees and Expenses e 11455000 [$  §3,500.00 | § . s T TS 1es,050.00 |
B. Property Program Only Expenses *** ) T B T T B B
Property Program Soil Clean-up Annoyance and m I T [ I L
Inconvenience Claimant Payments ,* S 263,500.00 5 - S 263,500.00




PERRINE-DUPONT ADMINISTRATION BUDGET NO, 2
OCTOBER 2011 ***%%

Property Program Soil and House Testing Payments 199,860.00 S o 5 199 ,860.00 !
mﬂmwmwg Clean-up Technical Advisor L ‘ - N.m. 000.00 | ) 3 o ] - ] - $ 25,000 00
Total Property Program Only mxmm.:mmm 488, ,360.00 15 - s . - s ~ - |'$  488,360.00
— S U I — e
ﬂ hird Party >%:E_m:&oﬁ 1mmm and Expenses ) - S - - s 13, Nmm Nm + s 13,268.25
Medical Provider Medical Monitoring Expenses - - . S - S -
Guardian Ad Litem Fees (20 hours per month @ $250/hr) B EN 500000 | $ - 5 5,000.00
Total Medical Monitoring Program Only Expenses - S 5,000.00 ; $ 13,268.25 |+ | S S 18,268.25
0. Common Expenses Shared by Both Settlement “
Programs . |
Finance Committee Fees (20 hours each per month @ i b o a o _‘
$250/hr) - _5,000,00 |3 5,000.00 I $ 10,000.00 |
Printing costs 500.00 | $ 500.00 | B B . & 100000
Webtosting 1250 | $ 1250 o ) $ 25.00 | |
Claims Office Rent 350.00 | % 350.00 L - s _700.00 !
Office Cleaning 12505 12.50 ] ) 3 25.00
Copy Machine Rental 120000 | $ 20000 | ) S 400.00
Office Insurance 100.00 | S - 100.00 B . j §  200.00
Photocopies ‘ 1 ] 1,250.00 | $ 1,250.00 | e |8 250000
Telecopies 125005 12500 | ‘ - 5 25000
posiage o T as000 s - A :
Federat mxw:mmm . 12500 ¢ S - s
Office Supplies - B 250.00 | $ R 5
T T ; “seofs - "
Telephone B o0l N S F S
. e e e ; ; o0
Insurarn ] 100.00 ! S ) o T s 200,00
Claims bai_:_mﬁmﬁoﬂ mmzum:nm mm:w S 300.00 | S o - m :
Utilities for C a 6250 [§ Te
IAirfare (2 Bc...:.n_ :_m_m from. ng::& 1,550 o.o 5 | o R I
Airport <m:_n_m!wmmwmm_m«® $12/day) T 180.00 | § - ) i T RS
mmm_zs.wmi_wﬂm wﬁowmwm Monthly Rent - wmoloo lm B . o 3
Total Common Expenses HH 342.50 | $ $ - $ 5




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
OCTOBER 20]] *#%##*

30,712.63

644,965.13 |

4,592.13 36,368.16

663.41
. mbwu.mm.ﬂ
i

TALof A, B, C, BDandE T

s s

+

* Register means ta prove Class Membership, it does not require participation in the Medicat Monitoring Program.
approved by the Courtin the first budget. These additional expenses are the result of unfores
difficulty in matching the stated addresses with a physical location,

These expenses are in addition to the 550,000 contingency
een complications in proving claimant residency in the Class Area, such as the

i Tobe funded by an additional contribution by Dwpont, T
*** Based on the detailed budget developed by the Claims Administrator and the Property Technical Advisor in Exhibit A contempl
Member registration for the 327 soil

parcels in Zone 1A, and the 7,752 houses in the Class Ar

m:m\m .mrm.m;ammsm mmm,mﬁammﬂ ﬁmnomw ‘E Class
ea, witl be completed, the resulting $227,000 {51,000 x 227) in inconvenience payments

prior to testing for Zone 1A scils will be made and the $275,200 (5100 x 2,752)
made; (if} soil and house testing wilf be completed, with one-third of soils and

in inconvenience payments prior to testing for Class Area house inconvenience payments will be
one-third of houses being contaminated, with the other two-thirds receiving their $608,000 {$4,000 x

152) in soll inconvenience payments and $734,000 ($400 x 1,835) in house inconvenience payments; and (iii) soil remediation for the positive testing soil parcels is one-third
completed. The Property budget reflects the best estimate of the costs for testing the class area scil and houses at this time, and the best estimate of the cost of

qm_._ym&m:\:}m}:,m contan nated sofls in Zone 1A. After Smmnm is ¢
2011 Proper

o:_ﬁ_mmmm‘ which we project to be March wuﬁmoww\ we E_J_xﬂmsmmm:m .l,mnm.ﬂ? budget nimq. the Court's June 27,

ty Remediation {Clean-Up) Program Order.

**** See Exhibit E.

ediation {$11,342.50} and B, Medical Monitoring (Pre-Implementation Date}

FEEEE For this month, common overhead expenses are split on a 50:50 hasis bet
{$11,342.50).

e Claims Office rent is projected to inc

rease from $500 to $700 per month. Substantiation for

1. Due to the increase in utility costs at the Fire Station, th
in Exhibit D.

2. An addi o:m\mmpmummb expenses were included for October 2011,
# The amount

_m::mémmmm. m‘.,.,.mq.:,wog\ and July 2

%Ewmm.mﬂmﬁz expenses is unresoly

mﬁwmmﬂ is to be briefed by Dup

ont, Class Couns

’ i

e projected TPA pre-Implementation Date Medical Monitaring claimant prepacation services
including the 5% FASR 5 Reserve). We anticipate that the FASE § Reserve for September and Octoher
ve excluded this additional amount from the Budget and it will not affect the requested Bridge

+ After adjusting the estimated number of Medical Monitoring claimants to 3,500, th
during September and October 2011 increased from $76,524.57 to 27,300.06 (
2011 should be sufficient to fund this additional amount of 5775.43, so we ha
Funding amount.

763,731.41 |

this adjustment is attached

y—




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2

NOVEMBER 2011 **%++

{APPROVED BY THE ! |
COURT ON AUGUST 31,
2011)
B. MEDICAL C. MEDICAL
| MONITORING MONITORING D. MEDICAL |
SETTLEMENT FUND - | SETTLEMENT FUND - MONTORING | _
ADDITIONAL START-UP | POST SEPTEMBER 2, | SETTLEMENT FUND - | ]
(APPROVED BY THE AND CLAIMANT 2011 POST SEPTEMBER 1,
COURT ON AUGUST | REGISTRATION (PRE- | IMPLEMENTATION 2011
31, 2011) IMPLEMENTATION DATE EXPENSES IMPLEMENTATION
A. PROPERTY DATE} EXPENSES FROM | (EXCLUDING CT SCAN DATE CT SCAN
REMEPIATION INITIAL DUPONT INCREMENTAL INCREMENTAL
Expense Category SETTLEMENT FUND _FUNDING * mxvm_,_mm& * mxmmzmmm | TOTAL
b h_m:jm Dn:ﬂ_s_mz.mwom. mmmm mmmmm\‘nﬂ..m..cmwm_m in bﬁﬁmllmux F T ) ‘J.-l_...i J I o T ::\i_;-. ., i R aw‘
Qm:.mm Administrator Legal Fees Hn*mm?mmwmnm and | o N - o - o ‘ T
General Case Administration Services, Datahase Loading
and Programming, and Tax and Accounting Support)
I ~...A800006 |5 3550000 % . 4238315 6261695 92,000.00 |
Claims Administrator Eoum:«« Soil and House Testing _ %
Check Preparation S - I e B S 355000
Claims Administrator Medical gc::o::m xmmim«mg
Qmmm Member Check Issuance Feas - 5 1,250.00 | § - 5 1,250. 00 |
m_m::m >n::_: m‘?w,mmﬂhmmm.wmmmwoﬂ ?,_ma_m.m.._.go::.o::m e I
Provisioning S 8 A03648[S 59635218 1000000 |
Qm::m >a5_:_m2m8_, mmmm_ Fees mcw Eome\ _u:umam:; M w
Oversight 7% R LSl I S 65,000.00 ;
Total Claims Administrator Fees and Expenses | . Mass000 8 (B BTATIIS 122252115 171,800.00 |
B Property Program Only Exgenses +¢ T e o IS
Pocm:< Program Soil Clean-up Annoyance and !
inconvenience Claimant Payments E S LTS 26350000 |
Property Program Soil and House Testing Payments __199,860.00 $__199,860.00
Property Clean-up Technical Advisor _._.25,000.00 ‘ R |5 2500000
Total Property 30@53 o:mm‘mmwm:mwm o bmm 360.00 | $ - s 488,360.00
el R - SbU.00 |
N




PERRINE-DUPONT ADMINISTRATION BUDGET MO, 2
NOVEMBER 2011 #+*##

C Emaunmm _Sos_.”czzm Pomqmi O:? mxwm:mmm FEREE

trator Fees and mxﬁm:mmm

D. Comman mxum:mmm Shared _u< Both Settlement
Finance Commi ittee Fees Eo hours each . per month @
5250/hr)

2,500.00

_u::w_:m .moﬁm

250.00

WebHosting

Claims Office mmi
Om ce ﬂmmm_:w

noE msmnm,_:m,mmmg_

mmm

Jmm

s

..175.00

6.25

woo 00

596531 § 81319 |§ 14,7850 |
100,921,980 __89,760.80 | S 190,682.70 |
375000 1,250.00 '$ 500000 |
11063721 | § 99,823.99 |§  210,461.20 |

wc 000, cc
S 100000
o - Nm.om:
700.00

om0
s acooo]

Om‘_‘nm mcn_u__mm

200.60

N 500. oo

wr o e o e

§

om_nm_mm:ﬂm:om . o :
EESncu_mm \‘ -

el _mm — S ~

_uoﬂmmm‘ T ] - o

Federal Express T

Claimant Fife mﬁoawm‘@ﬁ:év\ Rent
Emm%ao.wm%m.m@% ) .

E. FASB 5 Contingency Reserve {5% of above mnno::L

- TOTALOfAB, €, DandE T

Afare (2 round trips from z%a& o
>_Bc_‘h<r:?m..m‘ Storage h mH‘N\mmI(

m‘mm— wr

J
|

30,712.63

644,965.13 | $

567125 |§

R

5
S 250.00
$ 500. % -
) $ 25000
S moo oo
s T asoo0)
s 1,250.00
L .
13
R N 3
1% 3100001
R wmo.mf
s mpo_g J
e

Nm.mmm 0o

mwmapm\m

44,665.31

S e

130,812.41 | S

*
mmcﬁm q
117,651.66 ﬁ

wwq 971.51 | L




PERRINE-DUPONT ADMINISTRATION BUDGET NO, 2
NOVEMBER 201] *¥*%%

* Register means to prove Class Membership, it dees not require participation in the Medical Monitoring Program. These expenses are in addition to the $50,600 contingency
approved by the Courl in the first budget. These additional expenses are the result of unforeseen complications in proving claimant residency in the Class Area, such as the
difficulty in matching the stated addresses with a physical location.

*wwm be funded E\ an additional noiﬁvmﬁ.@ @{ wmn..o.:ﬂ

*** Based on the detailed budget chmwon.mo_ Ui:m Claims >m3mﬁ_m¢m_8w and the Property Technical Advisar w:‘mw:&# A cantempla ..:m.,ﬁmmﬁ during the vcm‘mﬁ period, (i) Class
Member registration for the 227 soil parcels in Zone 1A, and the 2,752 houses in the Class Area, will be completed, the resulting $227,000 {51,000 x 227) in inconvenience
payments prior to testing for Zone 1A soils will he made and the $275,200 ($100 x 2,752} in inconvenience payments prior to testing for Class Area house inconvenience
payments will be made; (ii} soif and house testing will be completed, with one-third of seils and one-third of houses being contaminated, with the other two-thirds receiving
their $608,000 (54,000 % 152} in soil inconvenience payments and $734,000 {$400 x 1,835) in house inconvenience payments; and (jii) soil remediation for the positive testing
soit parcels is ene-third compieted. The Property budget reflects the best estimate of the costs for testing the class area soil and houses at this time, and the best estimate of
the cost of remediating the contaminated soils in Zone 1A, After testing is completed, which we project to be March 31, 2012, we will revisit the Property budget per the
Court's June 27, 2011 Property Remediation {Clean-Up) Program Order.

TP See Exhibit £. R I B — o
*EEEE Eor this month, common overhead expenses are split on a 50:25:25 basis hetween A, Property Remediation {$11,342.50}, B, M
Date) (55,671.25) and C, Medical Monitoring (Post Implementation) {55,671.25), o )
1. Due to the increase in utility costs at the Fire wmm#mmwmmem!m_mwﬂw;&mmnm ﬂm._.‘_.ﬂw‘ﬁ«c_.mnﬁma to increase from $500 to $700 per month. Substantiation for H:q.w..mm_dm:ﬁm:ﬁ is
attached in Exhibit D. . - e o

it The amount of these CT Scan expenses is unresolved and is to be briefed by ommo:\w Class Couns

edical Monitoring (Pre-implemenation

el, and other w_mmwmmﬁma wmﬁmmm‘ Smm“..m_mmmma m< the Court




PERRINE-DUPONT ADMINISTRATION BUDGET NQ. 2
DECEMBER 2011 *#%#x

Expense nﬁmmo_é

A. szﬁw bnﬂﬁmwﬂmnoq mmmm mmmmn_ on Detail in hnum:m_x‘ .

Claims Adm ristrator rmmm_ Tmm,i
General Case Administralion Services, Database Loading
and Programming, and Tax and Accounting Support)

Claims Administrator m«oum:_‘ Soil and House Testi :m
Check Preparation
Claims Administrator ¢ wmmm_ Fees for Z_maﬁm_ %om;o:am
?osm_ozmzm

Claims baws_m_m:mﬂow m.mmm_ Fees for 3822 _Uﬁo.mﬂmmg.,-...
Oversight ***

ﬂ.cwm‘_ .Qm_Em >a m

w va mmﬁ P.o qm:_ 03:_ mxvm:mmm rrx

Eo_um:,\ ?o.m&% Soil Clean- -up bmzoﬁ.;nm and
m:noz,\m:_mznm  Cla mant mumﬁzmim

Property Program s 5oil and House Testing Payments

Poum.ﬂ:\ m_mm%w up ﬂmn::mmmm >Q<_m9

Total foumq:. Program O:E mxumzmmm .

m %
| | {APPROVED BY THE _H ,
| COURT ON AUGUST 31, |
m ” 2011} _ . MEDICAL
_ B. MEDICAL | MONITORING | D. mEDIcAL |
_ MOMITORING | SETTLEMENTFunNp. |  MONITORING |
M SETTLEMENT FUND - ‘ POST SEPTEMBER 1, | SETTLEMENT FUND -
| (APPROVED BY THE | ADDITIONAL START-UP | 2011 POST SEPTEMBER 1,
I .
| COURT ON AUGUST | AND CLAIMANT | IMPLEMENTATION 2011
L 31200 __ REGISTRATION (PRE- DATE EXPENSES IMPLEMENTATION
| A PROPERTY | IMPLEMENATION DATE) | {EXCLUDING ¢T scAn DATE CT SCAN
ﬁ REMEDIATION | EXPENSES FROM INITIAL|  INCREMENTAL INCREMENTAL
| SETTLEMENT FUND | DUPONT FUNDING * EXPENSES) ** | mxmmzmmm TOTAL |
SV TUND | Dup T e B DML
inApoendixA L U N B
m_m:sm Office w:a m
| |
L S A81250008 3 875.00 Wm 42383105 6,261.69 _79,500.00 ;
e . 35%0000s o 3 L _3,550.00
- | m e _|m N uo\wmwb\ m e .\\mwmmm,..mw |Ho‘ohOieo I
e . 830000 R |8 65,000.00 _
nistrator Fees and Expenses 46750018 T 227 08 82arels T Tasar|s 158,050.00 |
s 263,500.00 | R _263,500.00 |
use Testing _ _199,860.00 ﬁ _ |5 199,860.00
s s om0 T *m 25,0000 |
penses . 488,360 % 5 - 1§ 488 wmo 00




PERRINE-DUPONT ADMINISTRATION BUDGET NO, 2
DECEMBER 2013 ¥*+*#

! _
€. Medical Monitoring Program Only Expenses **** ‘
@._..E Party >QB.:.&.mHQ Fees and mxtm:mmm ‘ ‘s . m - .| M I \ o ..s. 5 ‘.! ‘ -7,35871 | § ‘H B Hommwwlw m\ ww\wwowc B
Medical Provider Medical Eos_wa::m‘mxum:mmmj. Bl I L 24508604 15 21799052 | § 463,086.56 |
Guardian Ad Litem | Fees {20 hours per month @mwmo\ra S R - S 3,750.00 | 5 ) 1,250.00 1 5 5,000.00 |
ﬁn.nmm.wm_m%nm*.E.mu:o::m Program Only Expenses 5 - 13 - s . ..25620475 | § .230,112.31 | & 486,317.06
D. noEEos Expenses m:mnmn_ by Both mm”".._.mmmm,nﬁ I - o - o T .
Programs e . _ - S |
Finance Committee Fees {20 hours each tmﬂa‘oir @l I - 1
$250/hr) o 5 13 ) 5 10,000.00 -
Printing Costs. s oo I . S _ 100000
WebHosting . 5 R > e 2500 |
Claims Office Rent o N - 5 17500 o 5 700.00 "
Office m_mm:_:m E B E - 5.25 s 2500
nmm.< Machine Rental . : o . $ o s 100.00 - 5 3@ 00
Office insurance 7 8 $ 5000 S 20000
Photocopies - ) $ 187500 B  625.00 ] S 2,500.00
o ‘ BT 7 S esol - S 25000
o B s 3500 L 12500 _ S 50000
‘ N j s 187.50 s _B250 $ 250.00
T - w - wwWom - T .Iw W - .wmlm.oo - S ‘ 500.80
Office mn_c:::m:w T - ] m - iwsrso| T L 62.50 $ 250,00
_.m_mnro_._m mm?_nm. o T S N @wl\..mol T ,mt, T wwm.w.& 5 H\Nm@woozw
Westlaw Legal Research e T T 180 B s 3750 $ 15000
Vehicle Insurance and wm.._um:m o 1s 150.00 - m - 50,00 'S 20000
Qm! 15 >mm:_:m:m5w xmm_@mmnm‘mm:ﬁ o R m 45000 i ‘ IE 150.00 - § 500.00
ies ?4 m_\m_ ;.W >m_: :qu mmmam:nm - 5 93.75 T ,w T 3125 T $ 12500 |
> lmﬁm B 8::& ﬁ:ﬁm from Emcmﬁmv - ‘ H w\ o m 325, oo T S - o 5 ‘ 3,100.00 |
¥ I .a&m& s s
. JE R s B -00 |
e RN A % 22,685.00 |
e R R B ,ﬂ! R
E. FASB 5 Contingency Reserve {5% of above accounts) | g 31,002.44 | $ 1,143.75 | § 13,507.54 : $ 12,116.88 | $  57,770.60
TOTALOfA B, G Dand - LS BLOSLIO S T oaois7s | gevesass s Jsaaseao S amamict




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
BDECEMBER 2017 **%*%*

* Register means to prove Class Membership, it does not require participation in the Medical Monitering Pregram. These expenses are in addition to the $50,000
contingency approved by the Court in the first budget. These additional expenses are the resuli of unforeseen complications in proving claimant residency in the Class Ares,
such as the difficulty in match ng the mEMma.maaﬂmmwm.ms,_@ a physical location.

o To be funded by an additional 8:.:.35\.6: by DuPont. - e o ) .
*** Based on the detailed budget developed by the Claims >%%.:EEE« and the ‘mmonm:«\ Technical Advisar in Exhibit A noim_\:umm.mmlm?wﬁ a:mmmm_,m w:gmmm pericd, {i)
Class Member registration for the 227 sojl parcels in Zone 1A, and the 2,752 houses in the Class Area, will be completed, the resulting $227,000 {51,000 x 227} in
inconvenience payments prior to testing for Zone 1A soils will be made and the $275,200 (5100 x 2,752} in inconvenience payments prior to testing for Class Area house
inconvenience payments will be made; {ii} soil and house testing will be completed, will one-third of seils and one-third of houses being contaminated, with the other two-
thirds receiving their $608,000 ($4,000 x 152} in soll inconvenience payments and $734,000 ($400 x 1,835} in house inconvenience payments; and (iii} soi! remediation for
the positive testing soil parcels is one-third completed. The Property budget reflects the best estimate of the costs for testing the class area sofl and houses at this time, and
the best estimate of the cost of

ﬂm?mmmmf:m the mo:mméw:.ﬁmm soils in Zone 1A, After .ﬁmﬂ.m:m mm....no_:u_mm\m@ which we v_.o_.mﬁ to be Z_mqam.wﬁ NowN we will revisit the nﬂowmm,\mcammﬂ per the Court's fune
27, 2011 Property Remediation (Clean-Up) Program Order.

A See Exhibit E.

*HEERE For this month, common overhead expenses are split on a 75:00:25 basis hetween A, Property Remediation {$17,013.75), 8, Medical Maonitoring (Pre-implementation
Date) ($0.00) and C, Medica Monitoring {Post fmplementation) (55,671.25).

1. Due to the increase in ulility costs at the Fire Station, the Claims Office rent is vﬁo_.m.mﬁmn_ to increase from S500 to $700 umw month. ..m.:wmmm::..ms.o: for this adjustment is
attached in Exhibit D.

# ﬁr.m m,m.ao::# of ﬁ,wmmm,m.ﬁ Scan mwmm:mmm is c:wm‘m\o‘.,m@wu‘:‘m\w.mm m\m\@w.mmﬁmm by DuPont, Qmmm‘.\mc::.mm_‘ m:gmﬁ:mﬁ ::m,,mummm ..ummmmmmﬁrm: n._..mnama _u.< .ﬁrmlm.o,cn.




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2

JANUARY 2012 ***%
{APPROVED BY THE W
COURT ON AUGUST 31,
2011)
B. MEDICAL C. MEDICAL
MONITORING MONITORING D. MEDICAL
SETTLEMENT FUND - | SETTLEMENT FUND - MONITORING
(APPROVED BY THE | ADDITIONAL START-UP | POST SEPTEMBER1, | SETTLEMENT FUND -
COURTONAUGUST | AND CLAIMANT  |2011 IMPLEMENTATION, POST SEPTEMBER 1, |
| 31,2011) REGISTRATION (PRE- DATE EXPENSES 2011 IMPLEMENTATION |
| A PROPERTY | IMPLEMENTATION DATE} | {EXCLUDING CT SCAN DATE CT SCAN ﬂ
REMEDIATION | EXPENSES FROM INITIAL INCREMENTAL INCREMENTAL
Expense Category SETTLEMENT FUND DUPONT mczcuzm * EXPENSES) ** mxvammmn | TOTAL _
A. Claims Administrator Fees Based o1 on Detail in | Appendix A T o - .
Claims Administrator wmmm_ fees Hmﬁm_m,.w..m._nm_mmmza mm:mﬂmﬂ,; T o B o - o ‘ o o
Case Administration Services, Database Loading and
Programming, and Tax and Accounting Support)
. _ AP 460000015 10,500.00 e 2383105 626169 18 67,00000 |
Claims Administrator Fommﬂﬁ Soil and House !ﬂmmr:m
Check Preparation 5 3,550.00 | $ - S 3,550.00
Qm ms \PQ::_amm.mMmWU_, _mem_\_,mmmm wO_w gmﬂ_nm:/l\mm:\wmﬁu\_wm:.m! B I ‘ I . iy
Provisioning 8 I S eSS 40364815 296352 /5 10,000.00 |
Claims Administrator rmmm_ *.mm.m for Eoum:< P\omﬁmg |
Oversight **~ L 4% 65000005 - e ) .15 6500000
Total Qﬁ:ﬁ >a3_2m:mwﬁ mmmmim.an mxmm:m.mm I - 114,550.00 | § e S mg@ m@ $ e e p,.m Nmm N.w.... m ) Qm ,550.00
B. Proverly Program Only bxpenses *++ | e A S
39022 Program Soil Clean-up >::o<m:nm and
Inconvenience Claimant Payments % 263,50000 e R e 15 263,500.00 )
Property Program Soil and House Testing Payments 2. 1998e000f |5 199,860.00
Property Cleanup Technical Advisor 1§ " 500000 | : B e Tl 15 25,00000
Total Property Program Oniy Expenses 48836000 [§ o S S _.|$ 488360.00
S S — e ﬁ R S . T - — [ _
j:_a wm:< >u:..::.mm3mwoﬁ m.mmmm@mmwm:mmm .................. o - T vm o |{w 873.36 _m T HmeNmE m wm 505, mo i




PERRINE-DUPONT ADMINISTRATION BUDGET NO, 2
JANUARY 2(12 #*#%*

s ) e 245,096.04 | $ _217,99052 | $  463,086.56 |
Cuardian Ad Litem Fees (20 hours per month @ $250/hr) |8 . | N B 375000 15 125000 05 5,000.00
Total Medical Monitoring Program Only Expenses 8 - 18 - s 256,719.40 | $ 230,872.66 ' $ .487,592.06 ;
D. Common Expenses Shared by Both Settlement o ) o o R N - -
m:m:rm moq::::mm‘mmmm Awo :oca mwm_ﬂvmw n_o:w: @ T T B - o -
5250/he) . f® 7800000 % 250000 _ 5 ... 10.000.00
Printing Costs S - /50.00 S 23000 5 1,000.00
Weblosting T T T T e T > S em S 25001
Claims Office xmzw B 525.00 5 175.00 | . ) 5 700.00 !
038 m_mm:_:m ‘ - - § 1875 S 6.25 ) 15 2500
moE Machine Rental s Tzmooo| T S 3 Hoomo | - 5 400.00 |
Office insurance ) B s 150.00 1 - “‘m i 50.00 | 5 20000
Photocopies - S 1,875.00 s 625.00 B IS 250000
Telecopies B I T s 6250 ‘ $  250.00
Postage I 37500 | s 125.00 | s
wmamm_ Express } BE 18750 | 1S 6250 s
ce Supplies _ T s 375.00 | s 125.00 5
Office Equipment - 3 . 18750 s 6250,
%m_mnro:m mmz_nm 5 93750 . 5 312.50
Westlaw Le ogal Research . i . - ml ‘‘‘‘ - 11250 | : s 37ksp
vehicle Insurance and Repairs 7" S Cisoo0 ] T $ 50.00
ims >Q::::mm8_ mmm_am:nm‘wmzw - ‘ S o 45000 1 T ..w- - 150.00
ities mom..mwmzﬁm...b.,.amji_m_.m...?.m.“ﬁuo.w mmm_am:mm o - m\ o -‘..w.m.wm S o whmum\
mm_m@ round Sn‘m from Emwm%E T 5§ 2,325.00 R ﬁm 775.00
ort Vehicle Storage (@ $12/day) - 5 27000 | T T e
Claimant File mpo_;mmwm..?_o:z% Rent R | m : 225.00 o - m ‘ 75.00
Total Common Bxpenses T TG yyhge g -8 serias
R o _ - | N S N S S
E. FASB 5 Contingency Reserve (5% of above accounts) $ 30,996.19 | § 525.00 | § 13,533.27 | 5 12,154.89 ; § 57,209.35
- TOTAUOf A B,C,DandE i 650,919.9¢ ﬁ s Emmw@c $ 28419871 ¢ wammwm $ 1,201, wmwm_m!




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
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* Register means to prove Class Membership, it does not require participation in the Medical Monitoring Program. These expenses are in addition to the $50,000 contingency
approved by the Court in the first budget. These additicnal expenses are the resull of unforeseen compiications in proving claimant residency in the Class Araa, such as the
difficulty i matching the stated addresses with a physical location,

o be funded by an addliional conuiution by bupent.

**+ Based on the detailed budget develon strator and the Property Technical M@,ﬂ_”mmmm‘mxmw.m?m&mm,m_.mmmmammmm_mm_,.m:m_mmm. budget period, (i} Class
Member registration for the 227 soil parcels in Zone 1A, and the 2,752 houses in the Class Arez, wilt be completed, the resilting $227,000 ($1,000 x 227) in inconvenience
payments prior to testing for Zone 1A soils will be made and the $275,200 ($100 x 2,752} in inconvenience payments prior to testing for Class Area house inconvenience payments
will be made; {ii) soil and house testing will be compileted, with one-third of soils and one-third of houses being contaminated, with the other two-thirds receiving their $608,000
{$4,000 x 152} in soil inconvenience payments and $734,000 {$400 1,835) in house inconvenience payments; and {jii) scil remediation for the positive testing soil parcels is one-

third completed. The Froperty budget reflects the best estimate of the costs for testing the class area soil and houses at this time, and the best estimate of the cost of

Q._. Em Uammnmmowm §m3:w MNOHN Ew E.m.: revisit the van\m.ﬂg Ucn_mm.wlumﬂ Mj.m .m.m::mm June 27,

remediating the contaminated soils in Zone 1A After tesling is completed, whi
2011 Property Remediation {Clean-Up) Program Order.

T See Exhibit E.

FREEE Lor this month, common overhead expenses are split on a 75:00:25 basis between A, Property Remediation {$17,013.75), B, Medical Monitoring (Pre-implementation Date) __
(30.00) and C, Ing (Post Implementation) ($5,671.25). ‘

1. Due to the increase in utitity costs at the Fire Station, the Claims Office rent is projected to increase from $500 ta S700 per moenth. Substantiation for this adjustment is
attached in Exhibit D.

# The amount of these CT Scan expenses s unresolved. and is to be briefed by DuPont, Clas

s Counsel, and olher interested Parties, then decided by the Court.




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
FEBRUARY 2012 *##=+*

|

(APPROVED BY THE
COURT ON AUGUSY 31,
2011} C. MEDICAL
B. MEDICAL MONITORING b. MEDICAL
MONITORING SETTLEMENT FUND - MONITORING
SETTLEMENT FUND - | POST SEPTEMBER1, | SETTLEMENT FUND -
{APPROVED BY THE | ADDITIONAL START-UP 2011 POST SEPTEMBER 1,
COURT ON AUGUST AND CLAIMANT IMPLEMENTATION 2011
31, 2011) REGISTRATION (PRE- DATE EXPENSES IMPLEMENTATION
A. PROPERTY  |IMPLEMENTATION DATE)| (EXCLUDING CT SCAN DATE CT SCAN
REMEDIATION | EXPENSES FROM INITIAL | INCREMENTAL INCREMENTAL |
Expense nmﬁmmn:.( wmjwmgmz.w _”CZU DUPONT FUNDING * EXPENSES) ** mxvmzmmmn TOTAL
A. Claims A Administrator Fees Based on Detail mmwcum:a_x‘}: “““ o o o o
Qmmgm >9:::QO8_, rmmw‘w‘._mmmm {Claims O%m.m.mnn mmrmwmm _ | ) o - - B
Case Administration Services, Databhase Loading and
Programming, snd Tax and Accounting Support)
$ 56,500.00 | $ - s 4,238.31 | 6,261.69 | $  67,000.00
Claims Administrator P Ponmzf Soil and House wmm:nm Check | o N T -
Preparation . B - 35500015 T i 5 3,550.00
Claims Administrator | mmm" Fees for Medical _So:zo::w
Provisioning s - s ) - S 40364815 5963.52 | 5 10,000.00
Claims DQ:::_mﬂmHoq Legal Fees for Powm:,\ vﬁowwma
Oversight ** e 5 65000005 o 5 __ 6500000
Total Claims >a.€5_mﬁm8q ﬂmmm and mxvmsmmm s wmm 050, 00 5 s 8,274. 79 s 12,225.21 ..w 145,550.00 |
B. Property Program Only Expenses S - B I T
Property Program Soil Clean-up >::o<m:nm mna
inconvenience Claimant Payments R . 263,500.00 - ) - S - S 263,500.00
Property Program Soit and House Amw::m mm<3m£m . m 199,860.00 S . o |; - < m mmm mmomo
Property Clean-up Technical Advisor A5 2spo000] S - S S 25,000.00 |
Total Property Program Only Expenses 5 4883000 5 L B e 5 488,360.00 |
c. ..ﬁm_\nm_;wmmw‘wo:sm wﬁ.mﬂmw: O=_< mxumswmm FaEk ] ] r o T B T - o T
;:n Parly Administrator Fees and Expenses L R S 7,358.71 1% 10 m;: 794 i
Medical Provider Medical Manitoring Expenses (s - . w ‘ ......,‘,mww‘lomm.ob m - N@.@mo.mmiw i..m_mwbmm.mm ‘




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2

FEBRUARY 2012 *##+%

|
Guardian Ad Litem Fees (20 hours per month @ $250/hr) s - _ ) 5 375000 18 125000 1S 5,000.00
Total Medical Monitoring Program Only Expenses o s B - $ R m-{ 256,204.75 am 230,112.31 | $ 486,317.06
D. Commeon Expenses Shared by Both Settlement vqomqmw:m B
Finance Committee Fees (20 hours each per month @ I ‘ B - .
s250/hy) ; b 7,500.00 o S 2,500.00 | oS 10,000.00
Printing noﬂ.m 5 o ) ) 750.00 5 250. oo S 1,000.00 |
osti e e 1875 I 6.5 | S 2500
S 525.00 $ 175.00 ~1s 700.00 '
Omwnm Qmm:_xm - m. M...m..\m R m a _ 6.25 ) B m meoc
Copy Machine Rental - Rk 30000 s 100.00 ) S .00
- insurance T B ) s T Tsem| T s 20000 |
Photocopies j e s T us7so0 ‘ s 62500 | ‘ _[$ 250000
Telecopies ) S 18750 T 62.50 ) $ 250.00 |
Postage 1S arsao B § 12500 ) BE 500.00 |
Federal Express — BE 187,50 | ~ 5 62.50 | B 3 25000
Office Supplies - s 37so0) - s _Isg0 T $ 500.00
Office Equipment - s 1g7s0 - 5 6250 B $ 250.00 |
mm_m_urom_,.m Service R o - B 5 937.50 S 312.50 5 1,250.00
<<mm1me< rmmmw mmmmmﬂnr o - m S,N,.mo - m .......... ww.mo - 5 Hmo.mo N
Qm s >Qmm:_ﬁmmmﬁ Office <m.:._n_m m fui Warranty - S H.mmm‘.oo o s mwm.oow\; . m 1,500.00 1
Vehi e Insurance and Repairs m‘ Hmu.oo T s 50.00 | - \m, ......
Claims Administrator mmm_gmyn,m Rent : S o 450,00 B 5 150.00 m
Utilities for Claims >n:=m§38w mmm_gmmmm o N 5 93.75 | - m. o 31.25 5
Ajrfare (2 round trips from mem_m_m; s lewm\oo ..... T m\ 775.00 5
_p:_oo..ﬂﬂm.m_:mmm mﬁoﬂm,_mm (@ mpu\mmi o ‘ ] 270.00 o S  Tagoo| 3
Claimant File mﬁoamm Monthly Rent o - o . 5 225.00 - s 7500 o 4§
Total Common Expenses o I T N | T A S8 2418500
E. FASBS no:"_smmnne. Reserve (5% of above accounts) $ 31,577.44 | $ i $ 13,526.29 | $ 12,116.88 | §  57,220.60
CTOTAL ,C,DandE $ 663,126.19 | § - 284, omw,mw .w 254,454.40 | $ 1,201,632.66 |
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* Register means to prove Class Membership, it does not require participation in the Medical Maonitoring Program. These expenses are in addition to the $50,000 contingency
approved by the Court in the first budget. These additional expenses are the result of unforeseen complications in proving claimant residency in the Ciass Area, such as the
difl .nc_:m i matching the stated waﬁ:.mmmmm with a physical location. ‘

** To be funded by an additional contribution by DuPont, e S
+** Baced on the detailed budget developed by the Claims Administrator and the P.c.nm.._ ty Technical Advisor in Exhibit A contemplating that, ac;:mm:m w:n_mmﬁ .ﬁ...mmom‘
Member registration for the 227 soil parcels in Zone 1A, and the 2,752 houses in the Class Area, wili be completed, the resulting $227,000 (51,000 x 227} in inconvenience
payments prior {o testing for Zone 1A soifs will be made and the $275,200 {$100 x 2,752) in inconvenience payments prior te testing for Class Area house inconvenience payments
will be made; (i) soil and house testing will be completed, with one-third of soits and one-third of houses being contaminated, with the other two-thirds receiving their $608,000
(54,000 x 152} in soil inconvenience payments and $734,000 {5400 x 1,835) in house inconvenience payments; and (ifi) soil remediation for the positive testing soil parcels is one-

third completed. The Property budget reflects the hest estimate of the costs for testing the class area soil and houses at this time, and the best estimate of the cost of

i) Class

..ﬁ.m‘_‘d‘.w‘mm.m.m::m the contaminated soils in Zone 1A, After ﬁmm::m is mozé_.mﬁma which we project to be March 31, 2012, we will revisit the Property budget m.ma the Court's fune 27, -
2011 Property Remediation {Clean-Up) Program Order.

T See Exhibit E. ) ‘ B ‘
FEEEX For this month, coimmon overhead expenses are split on a 75:00:25 basis between A, Property Remediation (518,138.75), B, Medicat Monitoring (Pre-Implementation Date)
(51.00} and C, Medical Monitoring {(Post Implementation} {$6,046.25).

1. Due to the increase in utility costs at the Fire Station, the Claims Office rent is projected to increase from $500 te 5700 per month. Substantiation for this adjustment is
attached in Exhibit D.

it The m:.ﬁo:‘_: of E.mwm CT ,wmm:,.mxnm:mmm is E:mmo.._.@mm., and is to be briefed by DuPont, m._.mwwmo::mmr and other _.mﬂmﬂmmammmmm?mmmmmamm_ﬁ\ the Court.
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m M
!
w {(APPROVED BY THE | !
| i
w COURT ON AUGUST 31, m
| 2011)
| B. MEDICAL C. MEDICAL
“ MONITORING MONITORING | D MEDICAL |
SETTLEMENT FUND - | SETTLEMENT FUND - MONITORING _
(APPROVED BY THE | ADDITIONAL START-UP | POST SEPTEMBER 1, | SETFLEMENT FUND -
1
COURT ON AUGUST AND CLAIMANT % 2011 IMPLEMENTATION| POST SEPTEMBER 1, |
o 3L,201) REGISTRATION (PRE- |  DATE expenses | 2011 IMPLEMENTATION |
| A PROPERTY | IMPLEMENTATION DATE)  (EXCLUDING CT SCAN DATE CT SCAN
| INCREMENTAL
REMEDIATION _ EXPENSES FROM [NITIAL INCREMENTAL _
Expense ategory mm,_?m._.m?\_mzi_. mCZD . OC@DE% mCZD_Zm * _XanmmmU wE m mxvammm TOTAL !
A, n_m_Sw >n§_:_m:m8q mMmm mmmmmJo: Detail i 5 EEm:Ex > B L,
Claims >a5_m_mﬁm81 tegal Fees Anmm_gm Office and
General Case Adnministration Services, Database Loading
and Programming, and Tax and Accounting Support)

. ‘ I e .56,500.00 | 5 N LB 42383108 626169 > 67,000.00
Claims. bg:z:_m_apoﬁ Ponmn,\ Soil m:@ House ﬁmmr:m W ! ﬁ
Check Preparation S B R L S - 5355000
ﬁ_m_%m Administrator | _mmmm Fees for §mg_mmm Eo::o:xm
Provisioning _____ s B R - 403648 | 5 _.296352 15 10,000.00
Claims >a§_:_w:mwo_\ _,mmm_ Fees for P,ocmw 2 Pom_wg
Quersight *** e 2 850000075 5 65,000.00
Total Clims Administrator Fees and Expenses S izsoseg0 s N N * 7Y N § 145,550.00

- o S e I ]
B. ?onmq:\ mwcmaemmzmmwmwmmm w** S R B B o o B B B
Property Program Soit Clean- -up >3:o<m:nm and |
tnconvenience Claimant Payments % 26350000 % R E . LS 263,500.00
nﬂonmﬂxmﬁomw% Soil and House Testing Payments \_ S 19, ,860.00 m... - - ) - m 199,860. 00 _
Property Clean-up Technical Advisor R - ..250000015 . B s R o $ 2500000 |
Total v:,%mnﬁ vqomqu,Oz:\‘ﬂxwmnmmm ) _ I __488,360.00 | § - s S #w 1;.nmm wmo cu -
C. Medical Monitoring Program Only Expenses *+++ "




PERRINE-DUPONT ADMINISTRATION BUDGET NO, 2
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Third Party Administrator Fees and Expenses s - _ 5 o - s  6,446.16 5 9,52359 | 5 15,969.75
Medical Provider Medical Monitoring Expenses S § S S .. 245096.04 1§ 217,990.52 | § 463,086.56
.m:wﬂ‘_mw‘»mw:m_: Fees (20 :oc‘.ﬁm}nmﬁ month @ mm...m@\:a m.... - g - s 3,750.00 | S . L25000 ¢ m 5,000.0C
._.oﬁm;gmmmmmm Ec::o::m Program Only Expenses s - -M. B - [ 25529220 | § 228,764.11 | m 484,056.31
D. mmwmac: mxnm:wmm Shared by mmmm.mm”zm:,_mrm o o o E ) I
Ecmqm:d
Finance mo:zzmzmm ﬂmmm (20 :oca each Umﬁ 303: @ | - ) o , o
mmmoﬁi ] . ) S L Nm@.n”.co o S N\mac.oow o ) iQq, ODD ﬂo )
Printing Costs o o ] S 750.00 ) S 250.00 S 1,000.00 |
é.m.c :omrnm - - - m\ B 18.75 | s B 6.25 ] B 5 )
B 52560 $ 175.00 2 '
Office Cleaning B i s 1875 ) s 6.25 | g
Copy &w@..@mam_ ) 4% 30000 o BE 0000, 5 >
Office Insurance 5 150.00 5 L 50.00 | B 4S5 20000
Photocopies i B iS5 1g1500 - $  625.00 | ]
Teleco $ 187.50 ) $ 6250
Postage T TS oo s 125.00 o
mmgmaﬂwmgmmm - B S i 187.50 - 5 ) 62.50 o )
Office Supplies , $ 375.00 g 125.00
O_ﬁ ce mmc_u_jmi B o s - o o m mw.m@ - w ;
ﬂm_m_u:omm Service : S [ -~ 31250 5 Emma.oa..
émm:mE Legal xmmmm«nr . o mu , o m - wwmo - B m i50.00 1
~3 ; —13 . e | P
s N s 15000 s
S s 3125 . L
) 1S 2300 o 5 775.00 ‘ S 3,100.00 |
bz,.u..w.m Vehicle mmoamm (@ mHmEmﬁ ] , 5 270.00 | - . 5 90.00 | n S 360.00
n_m‘_‘mmwi _m‘.mwmﬁ.mm MonthiyRent 5 - 22500 | - S o 75.00 | S 300,00
Total Common Expenses - $ 17,0375 - s 567125 | & o $  22,685.00
E. FASB 5 Contingency Reserve (5% of ahove accounts) $ 31,521.19 | § ) 5 13,461.91 | $ 12,049.47 | $ 57.032.57
~TOTAL o; B,(,DandE o s eer0aa0a | o - s 282,700.15 | § 253,038.79 | § 1,197,683.88
T | ]
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* Register means to prove Class Membership, it does not require participation in the Medical Monitoring Program. These expenses are in addition to the $50,000 contingency
approved by the Court in the first budget. These additional expenses are the result of unforeseen complications in proving claimant residency in the Class Area, such as the

difficulty in matching the stated addresses with a physical location. ‘ e L
** To be funded by an additional contribution by DuPont.

% Based on the detailed budget developed by the Claims Administrator and the Property Technical Advisor in Exhibit A contemplating that, during the budget period, {i) Class
Member registration for the 227 soil parcels in Zone 14, and the 2,752 houses in the Class Area, will ba completed, the resulting $227,000 {$1,000 x 227} in inconvenience
payments prior to testing for Zone 1A seils will be made and the $275,200 {$100 x 2,752} in inconvenience payments prior to testing for Class Area house inconvenience
payments will be made; (i) soil and house testing will be completed, with one-third of soils and one-third of houses being contaminated, with the other two-thirds receiving their
$608,000 (54,000 x 152} in soil inconvenience payments and $734,000 ($400 x 1,835} in house inconvenience payments; and {iii) soil remediation for the positive testing soil
parcels is one-third completed. The Property budget refiects the best estimate of the costs for testing the class area soif and houses at this time, and the best estimate of the

cost of
_,m%mg_.mz:m ﬁ,m.m mo:wmm‘d}mﬂmﬁmq soils in Zone 1A. ﬁﬂm« testing is completed, which we project to be March 31, 2012, we will revisit the Property budget vmﬂmm mo::_w E:m 3

2011 Property Remediation {Clean-Up) Program Order.

*¥%* See Exhibit E.

i

F¥EEE For this month, common overhead expenses are split on & 75:00:25 basis between A, Property Remediation {$17,013.75), B, Medical Monitoring {Pre-Implemenation _

Date) ($0.00} and C, Medical Monitoring {Post implementation) ($5,671.25).

L. Due to the increase in ufility costs at the Fire Station, the Claims Office rent is projected to increase from $500 to $700 per month. Substantiation for this adjustment is

attached in Exhibit D. e .
# The amount of these CT Scan expenses is unresolved, and is 1o be briefed by DuPant, Class Counsel, and other interestd Parties, then decided by the Court.




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
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{APPROVED BY THE ,
COURT ON AUGUST 31,
2011}
B. MEDICAL C. MEDICAL
MONITORING MONITORING D. MEDICAL
SETTLEMENT FUND - | SETTLEMENT FUND - MONITORING
(APPROVED BY THE | ADDITIONAL START-UP | POST SEPTEMBER1, | SEVILEMENT FUND -
COURT ON AUGUST AND CLAIMANT 2011 IMPLEMENTATION| POST SEPTEMBER 1,
31, 2011) REGISTRATION {PRE- DATE EXPENSES | 2011 IMPLEMENTATION
A. PROPERTY | IMPLEMENTATION DATE) | (EXCLUDING CT SCAN DATE CT 5CAN
| REMEDIATION | EXPENSES FROM INITIAL INCREMENTAL INCREMENTAL
Expense Category SETTLEMENT FUND | DUPONT FUNDING * EXPENSES) ** EXPENSES" TOTAL
> Qmugm bn:\m:_mmwmﬁﬁuﬂ Fees Based ﬂ.uz Detailin buum:%x b o T - T o
m_fw_:wmbaq:_:afmmoﬂ Legal Fees AQm_Bm Om_nm and T - ) B T ‘ T
General Case Administration Services, Database Loading
and Programming, and Tax and Accounting Support}
e 5 56,500.00 | $ . LR AZB3LIS 626169 S 6700000 |
Claims Administrator wmmm_ Fees for Medical Maonito :m
froviioning S o LS. a0348)s 596352 5 1000000
Claims Adiminsistrator Legal Feas for Property Program
Oversight *** . ls  esoomeo| s S s sso000
Total Claims Administeator Fees and Expenses | § 15250000 s o Ts 7918 12,2521 § 173,00000 |
L R R _|s 391500,
Property .mg_m;ﬁﬁ_‘mmmmm%%,@%@V s 311,750.00 § e R % 311,750.00
Properly Program Project Administration Expenses S 24, m.mmoo% N S S _ 524762500
Property Clean-up Technical Advisor e T - R _25,000.00 |
Total Property Program Only mxumiawm__l_f;., m L £ .| % 98050000
C. Medical Monitorin Program Only Expense T e .
Third Party Administrator Fees and Expenses g - S 5, 960.81 S 10,283.94 w - “: 24475
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Medical Provider Medical Monitoring Expenses

Guardian Ad Litem Fees (20 hours per month @ mwuo\:;

Total Medical Monitoring Program Only mxnmnmmm B

245,096.04

.3,750.00

__255,806.85

$

217,990.52

1,250.00

229,524.46

2

]

463,086.56

Office Insurance e
Photocopies )

Telecopies

5,000.00

ﬁm 331.31

10,000.00

1,000.00

Ol..moag.mr:mxum:mmm w:m_,mu _2 moﬁ:.w.mm:m—smzﬁ N N -
Programs o
Finance Committee Feeas ﬁmo hours each 33 r month @ e [ ST o .
5250/hr) | ) (2780000 13 250000
Printing Costs o i 750.00 R 250.00 N
web Hosting - , ) 3.7 s 625
Claims Office mmm_ B 3 o o m 17500
O%wm Qmm:_wm s 6.25 |
Copy Machine Rental o s E 100.00

5

I _ _ 3. ‘
Postage . e s
mmﬂm,ﬂm_ mx?mmm - - 5
Ozwnm e Supplies B o B o 1S B
Office mac.m.mwm_: . B - ) 1§
.;mm[_m‘t:o:m Service S S “ 312.50
Westlaw tegal Research : o [ 3750 |
<m:‘_w_m‘q‘:mcmm:pm and Repairs T 3 o .m? ‘ o 50.00
Qm_:d %m.q,.x:ﬂwﬂaﬁoﬁ Residence Rent - o \ » |m T Hmo.@o 3
Utilities for Claims >a_:_:_m:29 mmm_am:nm - - ms N 31.25 . B
>._.._,*m8;ﬁw chn_ ps from Emdm%ﬁ s 2, 325. 00, T m ...... R i\.wmmo -
Airport Vehicle Storage (@ $12/day) . _2mo0] T o Ts sopo |
m_m_:_mi T_m Storage Mont mmlmi o - ‘ S 225.00 ‘ T m o Jmoo -
Total Common Expenses ‘ B S 17,0375 | § ‘ $ 5671258
E. FASBS Contingency Reserve {5% of above mnnccjnmu _ (S 57,500.69 1 $ 5 13,487.64 | $ 12,087.48 | $ mw 075, mN
.ﬁmﬁpw mmﬁ!w m_..m m.w.:m ET h - $ .-..‘Mmcﬁmﬁ_,.nﬁ 5 I T § 5

© 283,240.53

253,837.15

|
;
|
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difficulty in matching the stated addresses with a physicaf location. S
Iqmwm...ﬁc_ﬁma by an additional contribution cx,.o:_uos.ﬁ.

of

remediating the contaminated soiis in Zone 1A, After testing is completed, which we project to be March 31, 2012, we wifl revisit the Property
2011 Property Remediation {Clean-Up) Program Order.

* Register means to prove Class Membership, it does not require participation in the Medical Monitoring Program. These expenses are in addition to the 550,000 cantingency
approved by the Court in the first budget. These additional expenses are the result of unforeseen complications in proving claimant residency in the Class Area, such as the

*** Based an the detailed budget developed by the Claims >a3;_:_.m:m8_umwa the ?anmﬂm\ !ﬂmmr:wmm_ Advisor w.m..mwrmcz A contemplating that, aca:m Emrcmmmgm:oa,Slm_mmm )
Member registration for the 227 soil parcels in Zone 1A, and the 2,752 houses in the Class Area, will be completed, the resulting $227,000 (51,000 x 227} in inconvenience
payments prior to testing for Zone 1A soils will be made and the $275,200 {$100 x 2,752) in inconvenience Payments prior to testing for Class Area house inconveniencs
payments will be made; (i) soil and house testing will be completed, with one-third of soils and one-third of houses being contaminated, with the other two-th
$608,000 {54,000 x 152) in soil inconvenience payments and $734,000 {$400 x 1,835) in house inconvenience payments; and {iii} soit remediaticn for the positive testing sojl
parcels is one-third completed. The Property budget reflects the best estimate of the costs for testing the class area sofl and houses at this time, and the best estimate of the cost

wcuwmm _umﬁ the mo:ﬂm_m .E:.m.......mw\‘

irds receiving their

e

i
H
_
I
i
I

i
|
|
e e
|
|
[
|
|

Tt See ExhibitE.

ity Remediation {$17,013.75), B,

¥HEEE For this month, connmon overbead expenses are split on a 75:00:25 basis between A, Prope
Date) (50.00) and C, Medical Monitoring (Post Implementation) (85,67 1.25).

he Fire mﬁ:o? the Claims Office rent mm.mwou.mnﬁmmﬁmo increase from mmm@mm.w.woo per

1. Due to the increase in uti ity costs at t
attached in Exhibit . ‘ S
# The amount of these CT Scan expenses is unresolved, and is to be briefed by DuPont, Class Counsel, and other interestd Parties, then decided by the Cou

Medical Monitoring {Pre-Implermentation

month. Substantiation for this adjustment is

rt.

-
i
|
g .
m

|




PERRINE-DUPONT ADMINISTRATION BUDGET NQG. 2

IMAY 2047 *#¥%*

{APPROVED BY THE

COURT ON AUGUST 31,
_ 2011)
B. MEDICAL €. MEDICAL
MONITORING MONITORING D. MEDICAL
SETTLEMENT FUND - | SETTLEMENT FUND . MONITORING
(APPROVED BY THE | ADDITIONALSTART-UP | POST SEPTEMBER1, | SETTLEMENT FUND -
(COURTONAUGUST | ANDCLAIMANT  |2011 IMPLEMENTATION  POST SEPTEMBER 1,
31, 2011) REGISTRATION {PRE- DATE EXPENSES 2011 IMPLEMENTATION
| A. PROPERTY | IMPLEMENTATION DATE} | (EXCLUDING CTSCAN | DATECT SCAN
REMEDIATION | EXPENSES FROM INITIAL INCREMENTAL |  'NCREMENTAL
Expense Category mmjwmz_m,: FUND | DUPONT FUNDING * EXPENSES) ** EXPENSES" TOTAL
' Qm_Sm >m§_2ﬂmm”\oa mmmm mmmmu on Umﬁm_m mm.m,.nnm:&xb T i - ‘ - - B o o a
m_m:;mma_:_:mﬁmﬁg m.mmm. mmmm Ammm_mmwﬁm_nmm:m.; e o o T ] - o
General Case Administration Services, Database
Loading and Programming, and Tax and Accounting
Support} e S ... 5650000 % I - o 42383115 6,261.69 | 5 67,000.00 |
Claims Administrator rmmm_ Fees for Medical ?@::o«ﬁm |
Provisioning . B I T35 403648 8 o 3,963.52 |5 10,000.00
Claims >a:::a:&~3 rmmm_ mmmm ﬁoﬂ mwotm:«‘ _:omwma
Qversight *** e % 95,000.00 {$ . Sk S S 5_96,000.00 |
Total Claims Administrator Fees and | Expenses s_ tsase000 s S smarss T 225.21 | 173,000.00 |
B. Proverty Program Only Bxpenses ™+ | B S A o
Property Program Interior Residential Qmm:_:m
Bpenses B | N N R T
yonm_c\_namas Soi mmm_mﬂm@mﬁ mémamm. I mﬁ‘wm@mo@ e e e 5 311,750.00
Property Program | Project ba_j_:,mﬂwmro: Expenses 1§ 247,625.00 | o ] i ] | S 247,625.00
Property Clean-up Technical Advisor s 2500000 T e LTS aso0000 |
Total Property Program o:? ?mw:mmm S - mmo S T 3 -] % 980,500.00 !
C. Medical Monitoring Program Only Expenses *¥#%
Third Party Administrator Fees and Expenses s I e 644616 | § 950359 & 15,969.75 |




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
MAY 20137 #x¥x*

[ |
Medical Provider Medical Monitaring Expenses ) - ) s 245,096.04 ..217,99652 | S _A63,086.56 |
Guardian Ad ! Litem Fees E@..m.mm_.m nmﬂ month ( @ - .
$250/ht) 3 - S 375000 ... L25000(5 500000
Total Medical Monitoring Program Only Expenses | $ . - 18 } s 255,292.20 . 228,764.11 | § 484,056.31
D. Common mxum:mmm Shared _S. mm?!mmwmmﬁmﬁ o ‘ o
Programs 3 -
Finance Commiltee _ummimo hours each per month @- ) I i
seso/br) __|% 750000 s 2,500.00 L _
Printing Ez o _ I 750.00 | |5 1,000.00 |
Web Hosting - R . S T 2 $
Qm ms Office Rent S 525.00 . B 5 !
Office Cleaning |...‘ s 1875 o s
ho‘mm;?\_mnr_mm Rental a o - .1 e .4 300.00 o S
Office Insurance s - 150.00 s No@‘oo
Photocopies s 1,875.00 - . s
.am_mno_u_mm . ) § 18750 o S
Postage o s 375.00 ) s )
Federal Express R 187.50 ey
Office mcmt:mv - o o m 375.00 B
Office ma:_n%mi o s 187.50 T S _ . _.
Telephone Service o s 93750 | S 1,250.00
rﬁmﬁ_m&..._...mmm_ xmmmmwmm - \ - | m B w..wm.m@ T ) b m o ..wwo.oo ‘
Vehicie Insurance and Repairs s 150.00 | - s T
Qm:ﬁm >a:::mm5m8ﬂ mmm_am:nm mmi .......... ] m - 45000 - S ‘
Utilities for Claims >9:_$_m.:m,§ mmfg.mg&i: S ‘ 93.75 | B - 5
D_lmwm HN wom:d trips from E.mw%ﬂ& ..... m Nwwm.oo ‘ - - S w 100.00
A Smﬁ <m_mmmm mﬁoamm (@ mmm‘\ami o |\\- S . 270.00 T T T 001 o w ,\“wmo.oa
lorage Monthly Rent N | \. . w \! 225.00 I E Y N e — S 300.00 |
R N 7 X ) |5 2288500 |
28%& 5 57,500.69 | § - s 13,461.91 12,049.47 | $  83,012.07
TOTAL of A D and B s 12075144415 - s 282,700.15 253,038.79 | § 1,743,253.38 |




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
MAY 2032 *+¥*=

* Register means to prove Class Membership, it does not require participation in the Medical Monitoring Program. These expenses are in addition to the $50,000 contingency
approved by the Court in the first budget. These additional expenses are the result of unforeseen complications in proving claimant residency in the Class Area, such as the
difficulty in matching the stated addresses with a physicaf location.

** To be funded by an additional contribution by DuPont. ) ~ o
4% Based on the detaifed budget Qm<M_cbma by the Claims Admi EA n\o.ﬁm,mwﬂv_mzzm mm.mm.mmﬂmzm ﬁrm‘v:ammmﬁm:.ﬂqum: Class
Member registration for the 227 soil parcels in Zone 14, and the 2,752 houses in the Class Area, will be compieted, the resulting $227,000 {SL,000 X 227)in inconvenience
payments prior to testing for Zone 1A soils will be made and the $275,200 (3100 x 2,752} in inconvenience payments prior to testing for Class Area house inconvenience
payments will be made; (i) soil and house testing will be completed, with one-third of s50ils and one-third of houses being contaminated, with the other two-thirds receiving
their 608,060 {54,000 x 152} in soil inconvenience payments and $734,000 ($400 x 1,835} in house inconvenienca payments; and (iii} soif remediation for the positive testing
soil parcels is one-third completed. The Property hudget reflects the best estimate of the costs for testing the class area soil and houses at this time, and the best estimate of

the cost of

remediating the contaminated sofls in Zone 1A, After testing is comp
2011 Property Remediation {Clean-Up) Program Order.

%% See Exhibit £,

Pre-lmplementation

FEERE For this month, common overhead expenses are split on a 75:00:25 basis between A, Property Remediation (517,013.7 }, B, Medical Monitoring (
Dale) (50.00) and C, Medical Monitoring (Post Implementation} (35,671 .25}

1. Due to the increase in utility costs at the Fire Station, the C
attached in Exhibit D.




PERRINE-DUPONT ADMINISTRATION BUDGET NO, 2

JUNE 2013 **+++

_
{APPROVED BY THE
COURT ON AUGUST 31,
2011) |
| B. MEDICAL €. MEDICAL
MONITORING MONITORING |
SETTLEMENT FUND - | SETTLEMENT FUND- | - MEDICAL MONITING
(APPROVED BY THE | ADDITIONAL START-UP | POST SEPTEMBER1, | SETTLEMENT FUND -
COURT ON AUGUST AND CLAIMANT 2011 IMPLEMENTATION| POST SEPTEMBER 1,
31, 2011) REGISTRATION (PRE- DATE EXPENSES | 2011 IMPLEMENTATION
A. PROPERTY | IMPLEMENTATION DATE) | (EXCLUDING CT SCAN DATE CT SCAN
REMEDIATION | EXPENSES FROM INITIAL | INCREMENTAL INCREMENTAL L,
Expense Category mmjwmgmziw _HGZU DUPONT FUNDING * [ EXPENSES) ** mXﬁmmem M.Oq.b_r m
A, n_m_gm >a53_21mﬁm.m.wm\mw.mmmmm on Detail in bcnm:n_x b o - 1 o i - I T
m_m:ﬁm >9m~|:m~wm.8_ Legal mmmim_m_am Office m:a 1 - . - T - T N
General Case Administration Services, Database
Loading and Programming, and Tax and Accounting
Support) - — 56,500.00 |5 s A8 s 6,26169 | 5 .
Claims >Q3_:_m:w8ﬂ rmmmw Fees for Medical ?\_c:;o::m. | m
Provisioning E O - | . A036.48 5 5963521 ¢ 10,000.00
Claims >a_:::m$&oﬁ Legal _”mmm for _uaumm:\ _#om_\m_ﬂ _
O<m_,m_wr.ﬁ R N m 86 occoo M‘m - m ] L o M wm ,000. OO.... )
wﬁm_Q&Bﬁya:::m:mﬁo« Fees m:n m%m:mmm e Hmmm.m.alco 5 o L o 8,274.79 | § “.,N Nmm N\H s qu o@coc
m%?m@m‘me. vqom_.mn: Q:E mxsm:mmm :* + I\ B ‘. ! N ! ) o 1 o | ) i o ; | \ ; L B ‘.Lr
Property Program Interior Residentiai Cleaning
Expenses | P 39612500 o e DS 396,125.00 |
Property Program Soil Replacement Expenses —|§ _311,750.00 B ER % 31175000 |
Property Program Project Adi stration mm@m:mmm B m 247635 00 B s - ) 247, 625. 00
Property Clean-up Technical Advisor 52500000 S =N ] R . [$ 2500000
Total Property Program Only Expenses 1% 980 S000008 - s - o $ 9805 500.00 |
I
C. Medical Monitoring Program Only mxnmnmmm FEEF
Third Party Administrator Fees and Expenses s T o e 6,446.16 | § 952359|% 1596975 |




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
JUNE 20173 #%**x¥

]
_/\_mm:nmmPoSQm" Msma_o&go:;o::m.mxum:mmm. S S 245,096.04 | S 217,990.52 1 § 463,086.56
m:m;w,m.mw: ._PQ _Lﬂmﬂw_ ﬂmm..w HMO m‘wccmm _;umm J._oﬁ.wml_wmﬁuxw T . B B o o - ‘
psofe) o . T . i LIS 37500018 1,25000 ;5 500000 |
mmm%w%m_ g%_@sm _m.‘amaa,oammﬁaa N B ) TS 2552922008 22876411 $ 484,056.31 |
D. Common Expenses Shared by Both Settlement - < [ I .
Erograms _ S T |
Finance nm‘v‘_m_j_ﬁmm Fees {20 :mﬁﬂmfmm.nr nmﬂ Emmmg @ o ‘ ) . o R B
5250/hr) I 5 . 75000 S 2,50000 o | 16,000.00
Printing Costs S 75000 3 . 250.00 o $ 100000
Web Hosting ] B s _owis o T s 62 T S 2500
Claims Office mmi ) 5 . 53500 L% 17500 1S 70000
Office Cleaning T S 187§ o AS 825 %2500
Copy Machine Rental - S ~300.00 Jeeoo) s 400.00
om_nm_mm:a:nm 8 150.00 50.00 4% 20000
Photocopies ‘ o s wwwm mm, 625.00 | R - Mm@m‘%
Telecopics T e 62.50 T s
Postage. T ST T s 125.00 - S 50000 |
Federal Express N s 187.50 _....as50 ) o 5. 25000
Office Supplies 5 arsa0 125.00 1S 500.00
Office Equipment | T B 5 ©187.50 6250 | s 250,00
Telephonesenice T g 375 3L 1S 125000
Westlaw Legal Research_ s 2o s isoo0|
<..m:_.n_m_:mmﬁm:nm‘mmu mmﬁmma ) 5 ‘\.Mm;o.oo mm.oc- o i‘ ..... . 3 200.00 |
.Qm:jm%pmlwz_:_w:mﬁ,o« mm‘m_wgmxnm mm\:M | $ Jamooor Hmoom ] - -.m moo a0 i
JW...PQZZ..—:m:m.mD_\ mmmmamj.nm m\ N msmwm .|.WHMW T T Wl WMW:@O ]
Elm«mﬁ _d::m trips Wo.mmwwm.cmBmv R m| B 2,325.00 o 775.00 - m whoomo
Airport <mm‘w‘_‘m_,m.ma_,mmm|ﬁ.@Ewama N $ 270.00 Y R vy
_U_m_:mm_.;wu_lm, mmo_.mmm _/\iwo._udm;( mm_.; - B mJ T - ‘\.‘W‘D@ o o B m .
Total Common Expenses 18 azp137s 567125 |§ - s
E. FASB 5 Contingency Reserve (5% of above e e )
accounts) $ 57,500.69 | § L 13,461.91 | § 12,045.47 | §  83,012.07
(TOTALOfAB,(,DandE " ) $ 120751444 § R 282,700.15 | § 253 038.79 | § 1,743,253.38
|




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
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* Register means to prove Class Membership, i does not require participation in the Medical Monitoring Program. These expenses are in addition to the 550,000 contingency
approved by the Court in the first budget. These additional expenses are the result of unforeseen complications in proving claimant residency in the Class Area, such as the
difficulty in matching the stated addresses with a physical location.

** To be funded by an ma%a@m‘mo:m:umco‘: by DuPont.

*** Based on the detailed budget devefoped by the Qmwmw\/a_::mmrm”mw and the mmo.ﬁmn,\ Technical Advisor in Exhibit A no:MmHu_mmsm%mﬁ mw:::m the U:Qmmmum:oﬂ {i} Class
Member registration for the 227 soil parcels in Zone 1A, and the 2,752 houses in the Class Area, will be completed, the resulting $227,000 {51,000 x 227) in inconvenience
payments prior to testing for Zone 1A soils will be made and the §275,200 ($100 x 2,752} in inconvenience payments prior to testing for Class Area house inconvenience
payments will be made; (i} scit and hause testing will be completed, with one third of soils and one-third of houses being contaminated, with the other two-thirds receiving
their $608,000 (54,000 x 152} in soil inconvenience payments and $734,000 ($400 x 1,835} in house inconvenience payments; and (iii) soil remediation for the positive testing
soH parcels s ane-third completed. The Property budget reflects the best estimate of the casts for testing the class area soil and houses at this time, and the best estimate of |
the cost of

Em..,..a_ & revisit Mmml_wanmﬂ? UcamMM\_nwmw the oo:l.mﬂ.:m 27, [

Emﬂma_wm_:..ml%m ma:.wmwmw:mﬁmammmm in Nm.m.m 1A. After testing is no.m.ﬁ_mnmﬂ which we cwo_.m.ﬁ to Um.ws..mﬂn: 31, 20112,
2011 Property Remediation (Clean-Up) Program Order.

TITt See ExhibiLE.

¥**=% For this month, common overhead expenses are split on a 75:00:25 basis between A, Property Remediation {$17,013.75), B, Medical Monitoring (Pre-fmplementaticn

Date) (50.00) and C, Medical Monitoring {Post Implementation) (55,671.25).

1. Due to the increase in utility costs at the Eire Station, the Claims Offica rent is projected to increase from $500 ta $700 per month. Substantiation fof this adjustment is
attached in Exhibit D.

# The amount of these CT mnm: mxnwmmmm ww;c‘ammo_cmu. and .mm,mw_‘wm w:mﬁmnmc,\,ccmlo:mnm

ass mocﬁm\m_ and other interestd mmﬁmw, then mmnamn_:m‘,\ the Court, f




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
JULY 2012 *++++

{APPROVED BY THE
COURT ON AUGUST 31,
2011) C. MEDICAL
8. MEDICAL MONITORING D. MEDICAL
MONITORING SETTLEMENT FUND - MONITORING
| SETTLEMENTFUND- | POST SEPTEMBER 1, | SEYTLEMENT FUND -

(APPROVED BY THE | ADDITIONAL START-UP 2011 POST SEPTEMBER 1,
COURT ON AUGUST AND CLAIMANT IMPLEMENTATION 2011
31, 2011) | REGISTRATION (PRE- DATE EXPENSES IMPLEMENTATION
A. PROPERTY | IMPLEMENTATION DATE}| (EXCLUDING CT SCAN DATE CT SCAN

REMEDIATION | EXPENSES FROM INITIAL INCREMENTAL INCREMENTAL

mxmm:mm ﬁm»mmcwm mmjrmngM mCZ_u DUPONT FUNDING * vamemmu ** mXﬁmmem .wDﬂDw

i b .. g e T ————— R ess =

m_m_%m >a_:_:_m:m8ﬁ ﬁmmm_ _ummm QO_Em Office m:a mm:mqmm o o B R ‘

Case Administration Services, Database Loading and
Programuming, and Tax and Accounting Support)

5 26,500.00 /5 o TS 42383105 6261695 67,000.00
Qm_wsm.;ym:::_m:mﬁoﬁ rmmwm_ummm for Z_mg_nmm Z_o:_..mo::m, I N . -

l‘;:‘i_\m.,flm_....l|;m. e A036AB S 596352 1S 10,000.00
m_mw_ﬁm >a::_:m:mﬂ§ rmmm_ Fees for Eomum:.«\ wﬁomwm_i o i ‘ e - T e L

Gversight **+

Total Qmmﬁm ba_,:_

_ SR 96,000.00 j $

S R T S 5 96,000.00
mnc.w mwmm mnm mxwm:mmm m B Hmw 500.00 m

12225.21 | $ 173,000.00

m 3 ﬁwcﬁm_‘n(q _u,;umqm,ﬁ O:E mxum:wmm Soue - - | B At U S

?onma%.?oma_z _:B:Q.mmwamm:m_ Qmmn_:m m%m:mmm S 396,125.00

Froperty Program So mmu_mnm_jmi mxvm:mmm S 31 wmo. oo - T

e Tl S 396,125.00

$
N e S L S R E\Cmo 00
Property Program Project / >9:m:_w:mzo: mxnm;mmm‘ i3 m‘ﬁ 625, 00 ‘ | s
5
5

Pwmm:,\ Clean- -up _.mr:_:.mm_ »ﬂ%moﬁ e m 25, 000.00 | _ - | m Nm ooo co <
Total F.dm.mz,\ Program Only mxmmﬂ,.mmm ——————_|8 880, moc 114 ) I T e B .|

ﬁ gma_m\mwgomwﬂmm_:m muwomﬁmmq:uD\:_( mxum:wmm;*ﬂw S SR N S B — e S

Third Party Administrator Fees and Expenses | 1

13,792.75 |

- | $ 100,921.89 | § 89,760.80 _ 3

Medical Provider Medical Monitoring Expenses S

190,682.69 |



PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
Mfc.tlmu.a—« NOHN &k ko

0

$ _ 5000.00

e,

1,250.00 |

375000,

Total Medical _sn.i_wo::qucma% o:z mxwm:mmm - - ﬁmmm.wm 31 99 ,236.13 _ m.... m%.ﬂm a4
U ﬁOBED: mxﬂm:mmw ‘mrmﬂmm.m..:\ wcﬁr mm\ﬁqm_dm\nm - - I e A : - \l— o o ]
M |
S e — -
ﬁ

$__ 10,000.00
$ _80,000.00 m

LA A e

1,000.00

ww 333.34 |

m:i :m momﬁm
<<m_u :oﬂ:,_m e

n_m::m Office mmi

Oﬁ mm.&,mm::ﬁ . “““ B s ) ‘. o )
non< @Mn:_wm zm‘imw ; o o
Office insurance " o
m:oanonhmm ) o s
opies T . ) 3
vomamm e - o £
Federal mxﬁﬁm.mw B - R a o =
Office m:tw.:mm: ‘. |J, M ) M... o \|- _ S m
Office Equipment —— 7~ R
Telephone Service ‘ . 5
Emm:ma_ummwwwwimmmmmEw‘.,...,,, - _ ] o _m| e % 15000
SO - I
e ® 15000,
5 312 _
Airfare { ﬁm round Eﬁw from >_wv‘mﬂnmw. ) - w.-. ‘ me‘ao
>_mmm;,.<%..n.m.mmm_,,mmm@.wﬁﬁm& T Y ) A £
Claimant File Storage Monthly Rent o R T . 5 M ]
Total Common Expenses i} o 4SS T T igness, 00 |
DR B S

H N% S12.4a 35 000.01[$ 13739461

S — P %

mmm_.ﬁmﬁ means to Eo,\m Class Membership, y e : —

$ 117,034.41 | § 1,538,943.46 |

1,666.67 \ $ 6,542.60 ‘ $ 5573.07 | § 73,283 02 |
]
_

R e

it does not wmn::m bmm::nm:o: in ﬂ:m Medical Eon;o::m _u:uw::z These mxvm:mmm arein maqz_o: fo the 550,000 contingency
ipproved by the Caurt in the fiyst budget. These additional expenses are the result of unforeseen complications in proving claimant residency in the Class Area, such as the
lifficuity in matching the stated addresses with a physical location.




PERRINE-DUPONT ADMIMISTRATION BUDGET NO. 2
JULY 2017 #++#=

- Tobe funded by an additional contribution by Dupont. I __ ) .
*** Based on the detailed mcmmmﬁ amam_ommg by the Claims Administrator and the Property Technical Advisor _:mym_\_w; A nammm.ﬁfumm::m m:mm a:«_mm mmmlm‘:mmmwmgmw_oa.;S Class

Mernber registration for the 227 soil parcels in Zone 1A, and the 2,752 houses in the Class Area, will be completed, the resulting $227,000 ($1,000 x 227} in inconvenience |
payments prior to testing for Zone 1A soils will be made and the $275,200 (5100 x 2,752) in inconvenience payments prior to testing for Class Area house inconvenience |
payments will he made; (i} soil and houyse testing will be completed, with one-third of soils and one-third of houses being contaminated, with the other two-thirds receiving _ﬁ
their $608,000 (54,000 x 152) in soil inconvenience payments and $734,000 (5400 x 1,835} in house inconvenience paymaents; and {iii) soil remediation far the positive testing |

soil parcels is one-third completed. The Property budget reflects the best estimate of the costs for testing the class area soil and houses at this time, and the best estimate of

the cost of

ng is completed, which we project to be March 31, 2012, we wil revici the Property budget per the Courts June 27,

2011 Property Re Program Order.

mediation {Clean-Up)

"ITT See Exhibit B

FEERX For this menth, conmon overhead expenses (excluding Aadit and income Tax Return) are split on a 75:00:25 basis between A, Property Remediation (517,013.75), 8,
Medical Monitoring {Pre-lmplementation Date} {50.00) and C, Medical Manitoring (Post Implementation) ($5,671.25). Audit and Income Tax Return expenses were split as
follows: (1) 50% (or $40,000) charged to the Property Remediation Fund and 50% {or 540,000) charged to the Medical Monitoring Fund; and (2} for the Medical Manitoring !
Fund, its portion of Audit and Inceme Tax Return expenses were further split, assessing Medical Monitoring (Pre-linplementation Date} with 8/12 (January 2011 through August
2011) of these expenses and dividing the remaining 4/12 {September 2011 through December 2011) equally between Medical Monitering {Pre-Implementation Date) and
Medical Monitoring (Post-timplementation).
t. Due ta the increase in atility costs at the ire Station, the Claims Office rent is projected to incremes from $500 to $700 per month. Substantiation for this adjustmentis
attached in ExhibitD. R

# The amount of these CT Scan mxum:mmm.m..::ﬂmmo_,_dm\ and




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
AUGUST 2012 *%+*¥

1

(APPROVED BY THE
COURY ON AUGUST 31,
2011) €. MEDICAL
B. MEDICAL MONITORING D. MEDICAL
MONITORING SETTLEMENT FUND - MONITORING
SETTLEMENT FUND - | POST SEPTEMBER 1, | SEVILEMENT FUND -
(APPROVED BY THE | ADDITIONAL START-UP 2011 POST SEPTEMBER 1,
COURT ON AUGUST | AND CLAIMANT IMPLEMENTATION 2011
31, 2011) REGISTRATION [PRE- DATE EXPENSES IMPLEMENTATION
A. PROPERTY  IMPLEMENTATION DATE}| (EXCLUDING CT SCAN DATE CT SCAN
REMEDIATION | EXPENSES FROM INITIAL |  INCREMENTAL INCREMENTAL
mx. ense Categor | SETTLEMENT FUND UCvDZ% mCZO_zm * EXPENSES) ** mxvm_cmmwn TOTAL
A, Claims E_:,_E_mxmﬁaq Fees Based on Detail in >unm:9x A
m_m:zmn,ga_:_m:mg_,rmmm_ Fees Am_m:jm Om_nmmsmmm:m«m_ o - I B B - i )
Case Administration Services, Dalabase Loading and
Programming, and Tax and Accounting Support)

S } |3 56,500.00 | 5 o SR 42383115 B26LE9 IS 67,0000 |
Claims Administrator Legal Fegs for Medicai Monitoring ,
Pravisioning S > S - 1% 40364815 596352 1§ 10,000.00
Claims Adm m_:mﬁoﬁ rmmmm Fees for 30333 mwomag
Quersight **» . — % %epo0gels o s - S |5 9600000
Total Qm:ﬁm >g§5_mﬁm3_. _”mmm and Expenses $ _ 1s2,500. 605 - 3 827479 ;5 ‘H‘mem NH 9 173,000.00
B._Property Program Only Expenses*** 7T R I . - - ] .
Property Program i nterior mmm_am:ﬁ..anmmm:%m Expenses 5 _396,125.00 o S - S 396,125.00
Property m._cmmmmj Soil mm@_mmm%mﬁ Expenses o S 311,750.00 e .Iﬁ.m--.- - - B 311,750.00
Property Program Project Adrr nistration mxnm:mmm s . 24762500, o s B - - s 247, ,625. oc -
Property Clean-up Technical Advisor —— ™~ e 25,0000 | S £ S S 2500000 |
Total Property Program Only Expenses % omes0000 s T g S T - $ 980,500.00 |
m. .@mmwwmﬂio:;ocmm mwolmqm*: O:_< mxummmmm www,* ‘ B JE T - )
Third Party Administeator Fees and Expenses " [§ T 505277 1§ 786498 S 1251775
Medical Provider Medical Monitoring Expenses 5 - 100,921.85 1 89,760.80 | §  190,682.69




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2

AUGUST 2012 ***¥*

Guardian Ad Litern Fees (20 hours per month @ 5250/hr) 3 B - 13 3,750.00 | $ 12500008 500000 |
Total Medical Monitoring Program Only Expenses .m - S - m - 109,724.66 5 98,475.78 5  208,200.44
U Common Expenses Shared by Both mmwmm:._mn"\ - o -
Programs ] I T
Finance mow;::%m Fees BQ wEE,m each Umﬁ month @ ‘ T
$250/hr) . o S 750000 15 2,500.00 5 10,000.00
Printing Costs 8 750.00 3 250.00 $ 1,000.00
Web Hosting o N 18.75 L 625 S 2500
Claims Office Rent ] 5 525.00 5 175.00 $ 700.00 [*
Office Cleaning - $ 187 s 6.25 5 25.00
Copy Machine Rental - $ 30000 3 100.00 $ 400,00 |
Office Insurance ) s Tis000 B IE 50.00 5 20000
Photocopies S 1,875.00 ) s © 625.00 S 2,500.00 |
Telecopies 5 187.50 s 6250 | $ 25000
Postage S 375.00 3 125.00 | $ 500.00
Federal Express ) - S 187.50 . BE 62.50 5 250.00 |
Office Supplies ) o 5 375.00 : Ts 125.00 $ 500.00
Office Equipment - $ 187.50 s 62.50 s 25000
Telephone Service ] 3 937.50 ‘ $ 312.50 5 1,250.00
Westlaw Legal Research g 11250 g s 3750 | : K 150.00
<m_:n_m :mﬂqm:mm and mmﬁm:m 18 15000 ) S - . ‘ m )
..... S 45000 $ 5
$ 93.75 1 § 31.25 S
irfare (2 round trips from Alabama ) $ 2,325.00 S ) 775.00 s 310000
>_mno: Vehicle mﬁowmmm (@ mHN\QmE o BE B 270.00 i S 50.00 S 360.00
Claimant File Storage Monthly Rent o s 2500 s 75.00f ‘ S
ﬁu»mu Common Expenses ‘ L g - 17,013.75 § $ 5671.25 | § - s
E. FASB 5 Contingency Reserve (5% of above accounts) $ 57,500.69 | % $ 6,183.54 | § 5,535.05 | §  £9,219.27
TTOTAL o:, ¢, Dande 77 $  1,207,514.44 | $ 3 129,854.24 | $  116,236.04 | § 1,453,604.71 |




PERRINE-DUPONT ADMINISTRATION BUDGET NO. 2
AUGUST 2032 ***#+

* Register means to prove Class Membership, it does not require participation in the Medical Monitoring Program. These expenses are in addition to the $50,000 contingency
approved by the Court in the first budget. These additional expenses are the result of unforeseen complications in proving claimant residency in the Class Area, such as the

g the stated addresses with a physical location.

**Tobe funded by an additional contribution by DuPont. - . _ ‘ o ‘ &
HEE wmwmq om. the n_mwm.w.,mQ wmammﬂam,\mmmmmm g?m Qmmmm >a:‘4‘._.m_m:m,8ﬂ and the _u_‘ocmkwﬂm‘n:.m._.m.mﬂm,a.,\mmo._\li mw:mHﬁN nmmmm.:ﬁm_.a:m that, a:ﬁxm the U:mmmﬁ period, {i} Class
Member registration for the 227 soil parcels in Zone 1A, and the 2,752 howuses in the Class Area, will be completed, the resulting $227,000 {51,000 x 227} in inconvenience
payments prios to testing for Zone 1A soils will be made and the 5275,200 {$100 x 2,752} in inconvenience payments prior to testing for Class Area house inconvenience
payments will be made; (i} soil and house testing will be completed, with one-third of soils and ene-third of houses being contaminated, with the other two-thirds receiving
their $608,000 ($4,000 x 152) in soil inconvenience payments and $734,000 ($400 x 1,835} in house inconvenience payments; and {iii} soil remediation for the positive testing
soll parcels is one-third completed. The Property budget reflects the best estimate of the costs for testing the class area soil and houses at this time, and the best estimate of

the cost of

difficulty in matchi

2011 Property Remediation {Clean-Up) Program Order.

T2 See ExhibitE.

***EE Far this month, common overhead expenses are split on a 75:00:25 basis between A, Property Remediation {$17,013.75), B, Medical Monitoring {Pre-implementation
Date) A‘m‘@_‘o.cw and C, Medical Monpito ing {Post _Emﬂmﬁ‘msﬁmzma {55,671.25}

0 per month. Substantiation for this adjustment is

y costs at the Fire Station, the Claims Office rent is projecied to increase from $500 to $70

1. Dueto theincreaseinu
mzmn:.ma in mx.EU:.o.

# The amount of these CT Scan expenses is unresolved, an

d is to be briefed by Du vo_:. m_mmmnoclsmmm mrm;m.mmmw interestd mmq,mm‘m“ then mmn_umg vmm:m Court.
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SCHEDULE QF APPENDIX AND EXHIBITS

Suggested Fees Appendix

Detailed Property Program Budgat D Developed by Claims Administrator and Property
Technical Advisor

Non-Binding Medical Monitoring Pro gram Third Party Administration Budges
Submitied 1o the Court on June 30, 2011"

Medical Monitoring Program Medical Providers Budget Developed by Third Party
Administrator*

Claims Office Rent Adjustment Substantiation

Third Party Administrator and Medical Provider Medical Monitoring Fees and
Expenses

- Assumes 3.000 Medicai Monitoring claimants,



APPENDIX A

SUGGESTED FEES APPENDIX

Claims Office and General Case Administration Services

[September 2017 to January 2012 = 50%t0 A (Property Remediation Settiement Fund), 25%
to B (Medical Monitoring Setilement Fund (Pre-Implementation)), and 25% to C (Medical
Monitoring Settlement Fund (Post Implementation)); February 2012 to August 2012 = 7359,
to A (Property Remediation Settlement Fund) and 25% 10 C (Medical Monitoring Settlement
Fund (Post Implementation))]

Legal Assistant/Receptionist at Office

F50/h x 1458 = § 7.250
Associate Attorney
$150/hx 110 = $16,500
Partners
$200/h x 15 = § 3,000
Claims Administrator
5250/hx 25 =5 6.250
$33.000
Database Loading and Programming
L. $ 80 (blended) /b x 625 = $50.000  [Sep 11 thru Nov ‘1 1]
50%to A (Propertv Remediation
Settlement Fund) and 50% 10 B
{Medical Monitoring Settlement
Fund (Pre-Implementation))
2. 5 80 (blended) /h x 468.75 = §37.500 i December 2011]
67%to A (Property Remediation
Settlement Fund) and 33% 10 B
(Medical Monitoring Settlement
Fund (Pre-Implementation))
3. 5 80 (blended) /h x 150 = $25.000  [Jan ‘12 to August 121

100% to A (Property
Remediation Settlement Fund)



C. Tax and Accounting Support
[September 2011 to January 2012 = 50% 10 A ( Property Remediation Settlement & und}, 25%
tc B (Medical Monitoring Settiement Fund (Pre—lmpiementation)) and 25% to C (Medical
Monitoring Settlement Fund (Post Implementation)); F ebruary 2012 o August 2012 = 759
t0 A and 25% 1w C)

$150 (blended) /b x 60

= § 9.000

D, Property Program Soil and House Testing Class Member Checks
4,965 checks for 7 months (September 2011 1o March 2012)
(@ $5.00/check’ = $24.805

E. Medical Monitoring Registered Class Member Checks
1,000 checks for September, 500 checks
For October and 250 checks for

November @ $5.00/check’ =3$8.750.00
F. Medical Monitoring Monthly Provisioning

Legal Assistant
$50/Mmx 7 = § 350

Accountant
$8G/M % 5 = § 400

Associate Attomey
$150/Mm % 15 = §2.250

Partner

$200/h % 20 $4.000

I

Claims Administrator
F250Mm w12 = $3.000

" This amount represents the Claims Administrator’s estimared costs related to the issuance of a Class
Menmiber Property Program Soil and/or House resting check and a Class Member Medical Monitoring check, which
includes, but is not Kimited t0, check stock, envelopes, preparation time, postage. and printing. Not included in this
amount is the cost of issuimg & Federal Form 1099-MISC if the check amount exceeds 8600, The Claims
Administrator will bill the acrual costs; If the actual costs are less than §5 per check, the Claims Administrator will

bill the lesser amount,

]



G, Property Program Oversight (September 2011 Through March 20 12
Legal Assistant
$50/h x 250 =3 12.500

Construction Supervisor
$100/h x 100 =5 10.000

Associate Attorney
$150/h x 200 = $ 30,000

Claims Administrator
$250/M x 50 =% 12.500
3 a5.000

H. Previously Approved Contingency for Final Determination of Medical Monitoring Class
Membership and Payment of Balance of Medical Monitoring Cash (October 201 1)

lssuance of 5,000 Checks @$5/check = $25.000
Accountam/Attomey
$125 (blended) x 100 . =5 12.500
Claims Administrator
$250/h x 50 = _$12.500
$ 30,000

L Property Program Oversight (April 2012 Through August 20 124

Legal Assistant
£50/h x 370 =5 18.500

Construction Supervisor

$106/h x 100 =3 10.000
Associate Attorney

$150/h % 250 =$ 37.500
Partner

$200/h % 100 = § 20,000

Claims Admunistrator
$250/h x 40 =_§ 10.000
3 96.000

U - . . . - . I -

* Under the Property Program, Claimant registration is projected 1o be from July 2017 through October 14
2011, Soil and house Lesting is projected to be from August 2011 through March 2012, Soi] remediation is
projected to be from April 2012 through March 2013, House remediation is projected to be fram April 2013 to
March 2015,






Terry D. Turner Jr.

Subject: Perring Zone viA; 4609-1-dd

This budget estimare for the Zone 1A Spelter Remediation worke: 15 very preliminary. So far we have: Testing,

Interior Residential Cleaning, Soil Repiacement. and Remediation Project Administration.

1.

_IJ

Testing - 227 homes expending $3.500.00 each for testin ¢ and inconvenience has an estimated cost
totaling $1.249 000,00

Interior Residential Cleaning ~ 227 homes expending 13.939.58 for Cleaning, additional sampling, and
temporary relocation for an estimated cost wialing $2.169,000.00 :

So1l Replacement ~ Time, materials. for collection, replacement, and disposal has an estimated total cost
of $7,482.000.00

Project Administration for Zone 1A — Inciuding Project Management. Supervision. Record Keeping,
Information Databases, Administration. Bonding and insurances, and a contingency ai an estimated total
of §3.410.000.00

The total estimated cost for Zone 14 is $15 S0B.000.00.

Some detail breakdowns are availzable, bur they have not vet been put into a presentable form,

How detailed do you want to tie these frgures down. The Cleaning and soils work is provided by Mz, Marce

(ilass,

The overhead figures are based on perceniages. not detaited information. They inciude $% Project

Management, 4% Supervision, 1% Record Keeping, 19 Informational Databases, 2% Administration, 10%
Bonding and Insurance, and a 3% COnUNgency.

B Sedtlott

2853 Avenida De Sowo
Navarre, Florida 32566
Phone (850) 485-2643
E-Mail: Subletti 1@ AOL com




Prefiminary Cost Estimation Zaone 1A
interior Residential Cleaning and Soil Replacement
Pernns Class Area

L

Zone 1 interior Clean/Mome 12.559.58
Zone 1A Homes 227
52,851,024.66
bra/Post (90-day) Sampling 1,200.60
5272,400.00
Z-day Aeiocation for Res/Pets 5200.00
$4%5,400,00
Totat Ave, per Homae 513,858,58
{5up-Total $3,1B8,824.66
R AR
Data:
Pre-Qualificatton Sampiing, Excavation B-inch soil from Restdential Lots, Repiace, Site Restoration, Post Sampie
MNumber Zone 1A Residential Lot 227
Avg. sq. ft. Residentiai Lot 5120
Avg. cu. Ft Residential Lot (6-inch) 4S80
Avg. cu. Yd, Residential Lot (&-inch deep) 16E.8BEBERY cublc yard/residantial ot
1.35 tons per cubic varg 128 tons soff to remove/repiace/rasidential ot
Total 2one 1A Cubie vard 38.337.7778
Total Zone 14 Tons 51,756.0000 tons soil to remove/replace

Per Res, Lot Time and Material Calcuistion

Soll transport/disposal S13,741.56
Soil Backflll Placement S12,148.76
Labar/Site Restore 54,912,880
Pre/Post {90-day) Sampiing S1,185.00
Ave, Res. Lot $22.858.12
ISub-Toral 57.481,453.24]
"Estirnated Zone 1A Oh-$ite Remediation $10,680,317.90

*On-stte estimates based on Average per property ramediation time and material estimates and are not
inciusive of overall project management/supervision, recordkeeping, infarmational databases, or
administration,






Projection of CTY Administrators Administrative Fees for the
Perrine DuPont Medical Monitoring Program

Description of Fee Component Yearl Year? Year3 Year 4 Year$s Total

Initial Set-Up Fee ' $ 6,500 $ 0 $ 0 $ 03 0§ 6,500
Provider Negotiations of Fees Schedules $ 0§ 10,000 % 0 %5 10,000 % 0 $ 20,000
Communication Materials * 3 9450 % 9450 % 9450 § 9450 $ 9450 % 47250
Production/Distribution of Plastic ID Cards * $ 8,015 § 301 % 801 $ 801 % 801 $ 11,219
Administrative Fee per Active Claimant ° $ 93,660 § 92568 $ 91,358 % 90,030 § 106,057 $ 473,673
Scheduling/Appointment Reminder Letters 3 9,660 § 9,426 § 9,193 § 8958 § 8724 $ 45961

! This is in addition (o the initial Provider network design expenses, which are capped at 350,000 in the Agreement. Based on Fee Pricing Schedule
provided by CTT Administralors.

* This is in addition to the initial Provider network design expenses, which are capped at $50,000 in the Agreement. Estimated utilizing blended hourly
rates for approximately 48 hours of services with an estimated three service providers from the Fee Pricing Schedufe. This is based upon CTT Administrators
renegotiating fees every two years.

? Based on 23.33% of yearly average of CTT Administrator invoices for the Tolbert Healthcare Project, which contained an average of 15,000 claimants
as opposed to the 3,000 claimants in the Medical Monitoring Program. Dr. Michael Brookshire’s May 23, 2007 study of costs for the Medical Monitoring

Program utilized a 5% attrition rate each year for claimants, but this was offset by a projected 5% increase each year in materials cost

* Based on 3,500 claimants receiving their 1T cards in yeur one, with the Fee Pricing Schedule showing a cost of $1.85 per claimant and adding $0.44
for postage, and assuming 10% need to be replaced each year.

5 L. . . . . . , .. . .
Based on Fee Pricing Schedule per active clammant and incorporating Dr. Brookshire’s 5% attrifion rate each vear for claimants.

6 . .. L. . . . i . .
Based on Fee Pricing Schedule, which includes up io three letiers to a claimant every other vear, with one and a half letters being used for prajection
purposes each year. This expense also incorporates Dr. Brookshire’s 5% attrition rate each year for claimants,



Projection of CTY Administrators Administrative Fees for the
Perrine DuPont Medical Monitorizg Program

Central Repository for Possible Scientific $ 48,323 % 38086 $ 37307 § 36,509 § 39424 § 199,649
Research Concerning Test Results ?

Quarterly Mectings ® b 5100 % 5,355 % 5,623 5 5904 $ 6,199 § 28,181
Consulting Services * $ 14000 $_ 14700 $  15.435 $ 16207 § 17,017 $  77.359
Totals 3 194708 $ 180386 § 169.167 §$ 177.859 $ 187.672 $ 909,792

" These expenses would only be for the purpose of collecting and aitaining the test results, and not to do research, which may be performed by an
independent researcher. Based on Fee Pricing Schedule per test per claimant. The expense also utilizes Dr. Brookshire’s May 23, 2007 study to determine the
approximate amount of elaimants that would participate in each of five different tests each year, which include urinary, lungs, plambism, skin and gastro
miestinal.

¥ Based on combination of the Fee Pricing Schedule and yearly average of travel costs experienced in the Tolbert Healtheare Project, with travel costs
being increased by 5% each vear. The Cowrt, CTIA, and the Claims Adnunistrator, after consulting with the Finance Committee, may review the need to have
quarterly in-person meetings from time to time.

? These are described m Agreement Section IL I, on page 15. Based on 50% of yeatly average of CTI Administrator invoices for the Toibert Heaithcare
Project, which contained an average of 15,000 claimants as opposed to the 3,500 claimants iu the Medical Monitoring Program. 1t is estimated that consulting
services would stilf be an essential part of the Medical Moaitoring Program, thus this cost was not reduced strictly in accordance with the ratio of claimants,
Siuce this expense contains travel expenses, it was also increased by 5% cach year.

R






‘Claim Cost Recap by Recommended Tests

| Piumbism | Plunibism Lung | Long
{lead 1 . (lead System System
1 ’poisoning) i'poisoning) Tests Adult] Tests Adul
Adult Uninary|  Aduit Adult Child | Adult GI |Maies (CT! Females | Total Claim
System Test | Skin Test! Popuiztion’ Population Test Scan) (CT Scan) | Counts
51,7B4:532 10,786 -1 "$288;708 2584408 | 52208871 | 1,828 425 | $1.546.386 185,360,137 |

Assumptions used in budget estimate,

The seven tesis, clinical proceaures, and number of tests recommendad wers extracted from the ranport,
Estimate of the present valus of medical monitoring ¢osts per 1.000 persons. 2008-2048 oy Michasl |
Brookshire, Ph.D, dateg May 23, 2007.

The cost esfimates were made assuming a pagulation of 2,000 participants,

Clinical Procedure Codes (CPT) and estimated costs were dervad irom the Phvsicians' Fee Refsrance
PER 2014, 28th Edition. Dr. Brookshire's repert did not include CPT codas 56 we used our best judgment
as 10 the procedure codes we thought 1o be most appropriate,

Cost for each procadyurs wars aslimated at the 75th percantile of Reasonable and Customary fees. This is
& conservative estimate being approximately twice what Medizare would pay and approximately 20%
higher than the 50th percentile (the median charge). Most commercial insurance pians pay Reasonabie &
Custornary charges ai the 80t percentiie. There were considerable differences in our cosl estimaies for
ndividuai procedures when compared 1o the estimates presanted by Dr. Brookshire,

Cests were adjusted for Geographic area. The Geograpnic Multiplier for the Spelter/Morgantown ares ic
Demals of sach test are shown in separate woriksheets.

Estimated Cosis are for paymenis o providers of service and do no: include administration feas,

FACTIAPerrine-DuPontiYear 1 Claim Cost Budget Estimazes\ciaim budger

Fage 1



Urinary System (Kidney & Bladder)Cosat Estimate (Male & Female Over age 15)
initiai Popuiation 3.00C
Less % beiow age 15 9.30%
Paricipants Beginning Uninary System Tasis 2,721
| % of Most ]
beginning Likely | 75th
popiation Year I CPT | Percentiie
taking test Nurnber of Tests | Claim Cost| Gode U&R
Year 1 | Year 2| Year 3
2011 2013 | 2015
% Completing Tests in each round 100% 88%| 78%
Al Participants 100% 1 27211 23130 2044
Physical £xam §282,884] 99213 $104]
Urinalysis {dip stick) $68.025] 81000 Ll
Urine Cytology boOE791.811) BBid2 5291
iUrine Beta-2 microgliobulin 52231221 82232 582
Venipuncture $54.420; 38415 320
BUN : $81.630; 84520 330
Creatining 585,235; 82585 335
Redo o 163 138 122
Urinatysis (dip stick) 1 $4,082) 81000 525
Uring Cytology ! $47 508! 88112 5281
Urine Beia-2 microglobulin $13,387| 82232 582
Vehipuncitre $53.285] 36413 320
BUN 54.,898] 84520 &’IBOJ
Creatinine 55,714| B2R65 §35)
Foltow-up Examination 2% 54 48 41
Consultations {2} 514.,258.041 98241 3131
Urinalysis (repeat) 51,381 21000 a5
Cystoscopy with biopsy 561,386 52204 51,128
CT Scan of Abdomean & C7 Scan of Palvis $40.325] 71478 741
CT Scan of Palvis §63,018] 72192 51,158
Follow-up Examination {second) 1% 27 23 20 '
Consuitations {2) : §7,129.02] 99241| 331
Urinaiysis {repsat) 5880( 81000 a8
Cystoscopy with biopsy £30,893| 52204 $1.128
CT Scan of Abdomen & C7 Scan of Pelvis 5201831 71478 3741
Follow-up Examination (Urine-Beta-2 or
BUN/Creatinine Positives) 2% ba 46 41
Consultations with Neohrologist x 2 $14,258.04; 25241 F131
Urinalysis (repaat) $1.361] 81000 525
Veinpuncture $1.088| 38415 520
BUN 51,833 84520 §30
Creaiinine $1,805] 82585 35
Labwork 1o ook for other causes of Kidney
faliure $2.721 7 350
2% of Parficipants Positive from !
BUN/Creatinine 2% 54 46 41|
1Consultations with Nephrologist x 2 I $14,258.04| 98243 $121
!Urinaiyste (repeat) $1,3681! 81000 B25;
Velnpuncture $1.088( 36415 $20
BLIN ! i $1,633] 84520 $30
Creatining $1.808] 82585 535
}Labwork 1o look for other causes of Kidney ! |
Halure i $2.7211 7 £50
! Totai Claims 30781 2674] 2.3058] $1.784,532
Geogranhic Muitiplier 0.91

rd

iy
_a

/2011

FACTIAPerine-DuFontYear 1 Ciaim Cost Budge! Estimatesiciaim budget



Adult'Skin Tests
Aduits Testing Positive {o Lininary
system tests 54
% of | Mast
remaining Year 1 | Likely 75th
population Claim | CPT | Percentiie
taking test Number of Tests Cost | Code! U&R
Year 1| Year 3| Year 5
| 2011 | 2013 | 2015
1% Completing Tests in eash round 100% 85% 75”/?; i
Adults Testing Positive 1o Uninary |
isysiam tests 100% B4 48 41
Consult with Dermatologist $7,129] 98249 5131
50% Examined by Dermatoicgist Get |
Biopsy 50% 27 23 20 3
[Biopsy ; Co B4 TEEL 11100 S:*;?‘zi;
l Total Claims 82 4 B8 161 [%i6.796
Gieographic Muliiplier] 0.91
71201

FACTIAPerrine-DuPont\Year 1 Claim Cost Budget Estimates\ciaim budges



Plumbism (Lead Poisoning) Aduits

initial Popuiation [ 3,000
L.ess % beiow age 18 12.50%
Adults Beginning Plumbism Tests 2,625
% of ; | Most
remaining ‘ Likely 75th
population Year 1 CPT | Percentile
taking test Number of Tests Claim Cost| Code U&R
Year 1| Year 3] Year 5 a
2011 | 2013 | 2015 4
% Compieting Tests in each round 100% B85S, 759,
Al Participants : 100% 2625 2,231 1,969
Whoie Blood Lead | $207.375) 83655 579!
Plumbism Redo ! 5% 131 112 98}=
Whote Blood Lead | $13,1258 5100
Follow-up Medica! 2% 53 45 39
Consultation w/ Medica! Toxicologist x 4
visfis $27.5101 99241 $131
Irepeat Whole Blood lead $4.148) 83655 579
f\}enipuncture for repeat $1,050| 36415 $20
Zinc Fretoporphvrin $4.8201 pazoz $o2
Compiate Bicod Count §2.5731 850058 $40
Foliow-up Neurgpsychiatric 5% 131 e a8
Neuropsychiatric Evaluation | 348,200 88118 3382
Neurepsychiatric Zvaiuation Retest ]J 25% 33 28 251
iNeurapsychiatric Evaluation 3 11,5501 968113 F3E2
i Total Claims 129781 2527 ] 2230 $288.,708
Geographic Multiplier 0.91 |
720 FaCTiAPerdne-DuPorntWear 1 Claim Cost Budaet Estimatesiclaim budget



| Plumbism (Lead Poisoning

| )Children Age 18 & Baiow
Initial Popuiation 3.000 |
Less % above age 18 87.50%
Children Beginning Plumbism Tests 375 J
Y of I { Mast
| remaining Year 1 {Likely; 75th
popuiation Claim | CPT | Perzentile
taking test Numiber of Tests Cost | Code f H&R
Year 1 | Year 2| Year 5] |
2017 | 2013 | 2015 | “
% Completing Tests in each round i | 100% 85% 759 I
| ! |
All Participants | 100% | 875 me sprl | | !
Whole Biood Lead ( | 329,625 B3855) 579]
Plumbism Redo | 5% | g 18 14| | i i
Whme Bioot Lead | | f| 5101 89855 579
|
| | | A N B
| l i
| | | o |
JFD!IOWﬂp Medical | 10% | g 32 28 ; 5
iConsuitaTiaﬂ w/ Medical Toxicologist x £ | | ‘ 1 JI
jvisis ’ [ img,aso! 80241 $131,
f speat Whoie Bicod isad i I* | 32,963[ 83655/ §79)
l}// lppuncrure TE;:F repeat J J SB&Z?SI Sgggg gég
Zinc Protoporphyrin ; 450]
iComDEe te Blood Count ! i $1.838] 85025, SiﬁIQI
IFoliow-up Neuropsychiatric 20% 75 64 56| | } |
Neurapsychiatric Evaluation ] % SEra,c‘«rOOEJ 96118 $352!
Neurapsychiatric Evaluation Retest ( 25% | 19 16 14 I |
INeurcpsyehiatric Evaiuation | $6.800( 96118 $352
| _ . Total Claims 525 | 246 | 354 | $B4.408
‘Geographic'Multipiier]  0.91

FACTIAPerrine-Dufont\Year 1 Claim Cost Budget Estimatesialaim budget



Adult Gl Tests |
initial Population 3,000.00 ’
Less % below age 18 9.30%

Adults Beginning Gi Tests 2.721.00 ‘

Ys 0f i fMost |

remaining | Likeby | 75th
popuiation i Year i CPT | Percentile
faking test Number of Tests Ciaim Cost| Code U&R
Year 1! Year 3| Year 5
2011 | 2013 | 2015
7% Completing Tests in each round 100% 85% 75% ]
|
All Participants 100% 27211 2313 2,041 |
|Stool Memaoccutlt 3206,7961 B2Z74 378
3% Participants Testing Positive 5% 138 116 102
Foliow-up Examination $10,340) 82274 576
{15% Proctologist Refferal & Reenter ! ;
|Sareening 159, 20 17 15 J
IGastroenteroiogist Fvaluation 2,873 99241 $131]
IBicpsy  (upper G | 22.918] 43239 1,123
[ ‘Total Claims 2877 | 2.446 | 2158 3220881
Geographic Multiplisr 0:91

7/11/2011

FACTIAPerrine-DuPont\Year 1 Claim Cost Budget Estirnates\claim budget



Lung System Males Age 35+ Claim Cost Estimate

Initial Poputation 3,000
Less % below age 35 36.00%
Less % female 51.680% (77
{Adult Males Begirning Lung System Tests 8zs
g % of i 1 Most ]
J remaining Year 1 | Likely |  75th |
] population Slaim | CPT | Percenile |
taking test Number of Tests Cast | Code g g !
Year 1| Year 3] Year 5 !
} 2011 | 2013 | 2015 j |
r% Compieting Tests in each round 100% 85%]  75%] i JA
i [
All Participants ' 00s 923! 790/ 837 B |
CT Scan of Chest $934.858! 71250 $7.008
40% Positives 40% 372 318 279 i
Repeat C7 Scan of Chest , §373.9420 71250, 1006
| Consuitation with Supervising Physisian | { 548,694 98241| 85131]
|25% of Positives 25% 93 7@ 70] [l |
Puimonologist Consuitation (2-2 office visits) $30,434| 98241 $131g
50% of Putmonotogist Consults 50% 46 3g 25 % | |
Repeai CT Scar $46.743| 71250] $1.008|
Other 50% of Puimonoiogist Consults 35% 18 14 12 ] |
135% Referred to Cardiothoracic Surgeon $DJ J
J Cardiothoracic Surgesn Consult $2.130] gopat $134 I
| Lung Biopsy $44.592 32095 s2.742]
85% Reterrad to Cardicthoracic Surgeon B5% 30 25 8 I |
i Buimonologist Lung Biopsy] $82.813) 32005 g2 740l
; Total:Claims 1487 | 14264 | 1100 | §1,423,425]
Geographic'Multiplier] G571 |

71/201

FACTIAWerrine-DuPont\Year 1 Claim Cost Budge

t Estimatesiclaim budget



‘Lung System Femaies Age 25+ Ciaim Cost Esiimate

| _
linitial Population 3,000.00
j_e 83 % below age 35 36.00%
Less % male 48.40% {77
|Aduli Femaies Beginning Lung System Tasts 591
|
j %o of ihost
| remaining Likeiy 75th
population Year 1§ CPT Percentile
taking test Number of Tests Claim Cost; Code U&R
Year 1] Year 3] Year 5
2071 2013 | 2015
% Compieting Tests in each round 100% 85% 75%’ |
All Participants 100.0% 391 842!  743] B
Rapid Pregency Test 331,703 B1025 32
All Participants Not Pregnant 89.5% 281 838 739
CT Scans $996.664 71250 51 ,OOGI
0% Positives 40.0% 396 235 296 ‘
Repsat CT Scan $398.588 71250 $1,008
Consultation with Supervising Physician £51.814 o524t 5131
~5% of Positives 25.0% 29 a4 74
i%kmmolowst Consulation (2-3 office visits) 332,448 58241 3131
150% of Puimonoiogist Consuits 50.0% 50 42| 37
Repeat CT Scan 548,823 71280 51,008
Other 50% of Pulmanologist Consults 35.0% 17 15 13 ]
33% Referred fo Cardiothoracic Surgeon B0 ! i
J Lardiothoracic Surgeon Sonsult 2,271 80241 ] 5131
! Lung Blopsy 547,540 32085 $2.742
IGS = Referred 10 Cardicthoracic Surgeon 65.0% 32 27 8 i
! Puimonologist Lung Biopsy 388.288 320858 352.742§
! ‘Total 'Claims 1.585 1 1:.841 | 1467 181:54€,386
‘Geographic Multipiier e
7i11/2011 FACTIAPerrine-DuPontYear 1 Claim Gost Budget Estimatesiclaim budget
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Allegheny Powsar

o Allarury Koogy oIy

Account Numbear 2 1010 454 0B150
SPELTER VOL FIRE LEPT
s  E5B ST Amount Due | z24c.20 ]
55 BPELTER WV 2843%
Due Date B4AY 13, 2010
Hon-Raxiseatisl Rate Code/Scheovie 0GI/E Chack Digit oeoq Pape | nf 1

L R L L L e S W)

SpOrL an emergency o outage, cali 24 hours @ gay &t 1-800-Allegheny {1-8D0-255.3443).
sione, Call weekdavrs from 7:00 a.m. uptl 8:8¢ pm i

For account reiated

|

enportant information Usage injormation Réejer £ MABEIRY
U now have the option of enrolling in Powerfay, Presant APR 22 2070 - Aectial Reading
T divect payment plan, by signing the pack of the Frevious MAR 1E, 2010 - Esltimaied Reading
b stub whan submitiing payment, Total KWK Used for 35 Days
Alieghenv Power
Balanwe | ast Bill
Favmant - MAR 25 2010
Balance Rernaining
Current Charges:
Sase Charge for 2574 KwWH
Envirenmental Control Charge
Current Charges

TOTAL AMDUNT Diis

Comparing Your tiszge {Uge

Lagt Year Last gil UL
OSTZ008 7 B/1B/2010 04/22/2010 ;
a5 28 3& I‘
4700 arey 2574 |
ng Type Actual Estimated Astiaal |
ity Usg 134 130 74 |
amp 44 33 50 I
ally Cost 511.48 512,00 5687 |
xhty Usp 5278 488D 4887 | I8
ntn Usg B304 58255 53‘::-:0} N N VY
N )z v
meter reading will be estimated, see hack of i I )’77 N
provide a customer reading hetwesn 8 O /1 o
18, 2010 and MAY 17, 2010, ‘\\ ; \ ¥
} |

30108
27539
are

5240 .28

|

for



R S WSUIT T D ST T I e BRDOYIERRD P 3

b Allegheny Power E

Actount Mumber 3 10 10 454 08150 2

SPELTER VOL FIRE DEST ;
e 55B ST “Amount Due L £347 13 f

2z BHELTER W 28438

Due Date fLiN UF, 2010
CHbn-Resiasnt| s Rete Coow/Sohmiute ROS/B Chack Digit 0gzo Fapm 4 of 1|

]
i

‘DO an emerpency of outsge, zall 24 hours 2 day at 1-800-Aliegheny | 1B00-2E5-5443) For aceount related

slipns, call weeikave from 700 & until B0 o

Impartant informution Usage information Sieter & 34853157
W avarage cost per dey is highar thar vour Present MAY 18, 2010 - Extimaled Reading 33888
evious Gill. Thie may be due 1o temperaiure © Previous APR 22, 2010 - &cqual Reading 30105
ange, estimated reading o customer controile Teral KWH Used for 28 Davs 3761 v
age change. Alisgheny Power '
o Balanve Last Biil 240.28
U now have the option of enrgiling in PowerPay, Fayment - APR 27, 2010 240,08 CR
r direct payment plan, by signing the back of the Balance Rernaining “TELLOG
| stub when submitting payment Currant Charges:
Base Charge for 3761 KW 233.34
Environmental Control Sk arge 13.88
- Current Charpes £347 25
TOTAL AMOUNT DiUE 347,23

Comnaring Your Usage (Usg)

Lagt Year Lt B Current |
05/ 82000 042870040 0S4 EEDHD : e
25 35 26
4088 2574 3764
ling Type Estimated Asual Extimarad
Saliy Usg 157 T4 145
FTemo 5B &0 571
Dally Cost Gtaay §6.57 513.26 | 1y
uthity Usg 5215 4887 4686 ~ ‘
anth Usg H2422 56130 ssszzi [ \\. 1‘
é “ff’“"\\_\‘ ; \,\ | B // . 4:?::}
T - ; | |
meter reading is scheduled for JUK 17, 2010, . /ﬂ/ /P/(L Ne
L‘:' / v - - PR
X' /- )
L f ///
o7
' N N
A
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AT | T bR A

k AlleghenvPower

i Alinpaeny Ensrgy company

Accouni Mumber 319 10 4584 OBEL ¥
SPELTER VOL FIRE DEPT

e 85 B BT Amount Due L E701.B8 |
55 SPELTER WV 26438

Due Date JUL 15, 2010

Nan-Rexioantial Raote CotufScheduin BO3/8 Chetk Dinht G818 Fape 1 of 1

FRROT an emergency or outage, call 24 hours a dgay at {-800-Allsgheny {1-800-2585-3443), For acooun! related g
Btions, call weekdavs from 700 am until 5:00 oo ;

imporiant information Usage information RMeier £ 34863187
Wr average COSU par day (& higner than your Present JUN 22, 2010 - Actusl Reading 41578
evious bill. Thiz may be due © temperature Frevious MAY 18, 2010 - Estimated Reading J3886
iange, estimated reading or customer conirolied Total KWH Usad for 35 Days AV
ape change. Alegheny Power
) - Balance Last Fill 347.33
u now heve the aption of enrolling in PowarPay, Payment - JAY 22, 2010 347 33 COR
i direct payment plan, by signing the tacik of the Balance Remaining 5000
I stub when submitting payment, Current Charges:
Base Charge for 7712 Kwek 674.88
Environmental Control Charge 2B.88
Current Charges TETCAGE
TOTAL ARSCUNT fuitc F703.68
Corrected 8ill
i 0
(r\‘l o
':l‘ﬁ\\: - fff ~ M\ I : Ill
i/;j/u‘y P /h, ﬁ/ o\\;&}
u £ oK
Combparine Your Usage (Lisqg) l‘; L
Last Year Last Sil Current |
s Q82212008 -~ O5MB/20MD DBIZE/PON T
5 35 26 25|
- 8820 3789 7raei
¢ing Typs Actua; Egtimared astiial
Daity Usg T8y | 220
Temp &6 57 BB
Dally Cast 1608 £12,36 L2011
Mrhty Usg 5307 4BGS 4758
Aontn Usg B3885 55622 58814

i

t meter reading will be sstimated, see back of
o provide & custormer reading between
A7, 2010 and JUL 18 2010,



—— Pleemewd @ L 0T L S . BROG T S e [l (=3

i B oy L %0 '::
A FirstEnany Comzany e
Account Number 3 10 10 484 0B1ED ¥
SFELTER VOL FIRE DEpT .
®  S5E BT Amoant bue |_$360.47 i
5 SPELTER WV 26438
Due Dute MAY 1€, 2011
Ron-Raex|tentia) Rate Code/Schedyle BassE Checic Diglt 0810 Page 1 of 1
BpOTT 8n arnergency or outage, ¢all 24 hours z day at 1-800-255.3443. For acoount relajed quasiions, oall
sedave from 7:00 & m undil 600 BT
Important Information ’ bisage informabion Metsr 4 JBE318T
onow have the option of enrolling in PowerPay, Prasant APR 18 2017 - Estimated Reading 83798
T direct psyment pian, by signing the back of the Previous MAR 18, 2071 - Estimated Reading 79980
etwb when submitting payment Total KWH Used tor 31 Days 3808
o
Balance Lagt Aifl 2B8.80
Paymani - MAR 25, 2011 - 28580 CR
Baiance Remaining 50.00
Current Chargex:
Base Charge for 3808 Kwyi 347 .36
Environmental Contral Charge 13.08
Current Charges %360 2%
TOTAL AMOLUNT [291 S360.42

Comparing Your Usape (Usg)

Last Year Lazt Bl Cusrrant |

DAP2IEN0 03/18/2011 04/18/2011 |

as 2e a1

2574 3020 3BOS |

rig Type Actia| Estimaten Estimates ;
rily Usg 74 126 123 |
amp Ly 4% 47 i
raily Cost 58,67 AR F11.83 !
ithty Lisg 4597 Azep 4544
nth Lisg 58730 52455 54288 (

weter reading will be estimated, ses back of
provide a customer reading betwaen !
16, 2011 and MAY 17, 2011, .




B REREAET L T i rhe SROTTgEEs d

. MonPower
A BesiEnay Company ad

Account Number 3 10 10 484 optsEp 2

SPELTER VOL FIRE pEpT

- 55 B &7 Amount Due |_g520 7 ]
5= SPELTER WV 25438
Due Daieg JUN 68 264
Non-iasloantis|

REte Sodw/Schugyls 1038

epart an SMergency or outage, call 24 hours
Kaave from 700 am unti B:00 noew

important !nfc;rpaﬁan
W oaverage cost per Hay iz higher than your

Chack Digh opay

Bage | ot ¢

& aay at 1-800.255.3443. For FZCOUNS reflated guestions, call

Usage information Meier # 34ABEIYET
Prasent MAY 18, 2011 - Exty

mated Reading BBasp
®ious Bill. This may ba dus b temperature Previous 4PR 18, 2011 . Estimated Reading £37sg
Inge. estimated reading or SUEIomer controlles Total KWH Used for ag Bays 3642
s change. B
® ) Baisnce 1 agt 1)) 360.42
+ now have the option nf enrolling in Powerfay, Payment - APR 28, 2011 350,42 CR
Cdirest payment plan by signing the back of the Balancs Rematning )
Blub when submitiing paymaent, Current Chargus:
Base Charge  jor 5547 KWWt 810.18
Environmental Controi Tharge 18.35
Current Charges E52575]
TOTAL AMOUNT BlLIE FE3R.81

Comparing Your Usspe flig
Lagt Yaar

Last 8i Cizrenl |

2582010 Ca/18r201 eI E Vs K

a8 - a1 30|

37en BB0R Sa42
7 Type Extimatad Estimares Estimaten
ity Usg 145 123 188
np &7 47 58
ity Cost $13.36 Bi1ee ¥17.88
Wy Usg 4586 4544 4838
n Usg 53620 S4nnp 35574

Bler raading is scheduled for JUN 17, 2011,

|
.«"p\‘\ G !
i 3 e
Lo % .
!}i /f ,’J 4’« {:{’:* f
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P S
ST s
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Name SPELTER VOL FIRE pEpT
Sarvice 8L 5 ET
Adtgress SPELTER Wv 26438

Hon-Rasiduntia!

[ L T T

Account Number

A Firg ol

TIEnayy Company

316 10 454 oRIs0 2

PRI EROOTIERen B t=3

{3

Amount Dye 5885, 24

-—

i

Bue Date
Rmte Coge/Schetdiie 00378

JUL 13, 201

Chreck Diglt opas

Fage 1 ar 9

h
|

Lweekdavs from 700 pom untll 500 oom

J To report an amergency or sutage, cail 24 hours & day at 1-B00-285.3443  For a

coount retated ouestions, call

impostant information
Your average cost per day 15 higher than your
previous blll. This may be due 1o emperature
Enange, estimated reading or customer controlied
usage change.

You now have the option of enrolling in PowerPay,
our direct payment plan, by signing the hack of the
Bill stub when submitting naymean,

Comparing Your Lisage fUsg }

: Last Year Last 2l Crrat
| Dae OS/22/2010 | DSI8/2017 _ 0B/zarenty |
! Days ‘ 5 an 35
| oW 7742 5640 azea
J Reading Type Anris| Estimateg Actual
| Avg Daity Lsg el 188 285
I Avg Temp it 38 g7
| Avg Daily Cost L2011 597.85 524,72
I Avg iy Usg 4758 4538 4788
| 42 Montn usg 58914 55574 57145
| —

Next mater reading will be estimated, see hack of
bl 1o provite & cusiomer raating betwesn
SUL 17, 2094 and JUL 18 2011,

Usage information kMeter & J4BE21EY

Present JUN 22,2017 - Actual Reading
Previous MAY 12, 20117 . Estimated Reading
Total KWH Used for 28 Days
B r
Balance Last 8ill
Pavment < MAY 24 2011
Bajance Remaining
Currant Charpes:
Base Charge for 8283 Ky
Environmental Conrrel Charge
Current Charges

TOTAL AMODUNT DUE

8L723
85440
§2E3

528 51
528,51
50.00

™

83337
31.84
B8E.21

8BS 21



EXHIBITE

THIRD PARTY ADMINISTRATOR AND MEDICAL PROVIDER
MEDICAL MONITORING FEES AND EXPENSES

The Third Party Administrator (the “TPA™) and the Medical Provider Medicai Monitoring
fees and expenses are based on the assumption that there will be 3,500 Medical Monitoring
claimants, based on the non-binding projection provided to the Court on June 30, 2011, in Exhibit
B, and taking into account the number of medical monitoring registration forms received to date,
The Medical Provider Medical Monitoring fees and expenses for the Budget period were projected
by the Third Party Administrator at $5,753,887 for 3,000 Medical Monitoring claimants (includes
$5,360,137 in testing expenses in Exhibit C plus $393,750 in CT scan consultation expenses), but
we have adjusted the testing cost projection downward from $5,360,137 to $3,354,279, as follows:
(1) we adjusted upward the Third Party Administrator’s Medical Provider Medical Monitoring fees
and expenses t0 $6,253.493.1 7. based upon the increase in Medical Monitoring clairmants to 3.500;
{2) Dr. Michael L. Brookshire’s Expert Report estimated that only 75% of the Medical Monitoring
claimants would show up for their tests; and (3) we are estimating that of the 75% of Medical
Monitoring claimants that may be eligible to have a CT scan, only 50% of those CT scans may be
considered diagnostically medically necessary. Our estimate for the projected number of C7 scans
is predicated on Section 3(c) of the Memorandum of Understanding (the “MOU”) that no routine CT
scans shall be performed as part of the medical monitoring program, although the Defendant shall
provide CT scans that are diagnostically necessary as determined by a competent physician as
relevant to possible exposure to the heavy metal contamination at issue in the litigation. In
accordance with Section 3 of the MOU between the Parties, the Defendant shall provide a medical
monitoring program for ail enrolled Plaintiffs on a pay-as-you-go basis, paving a sum certain each
calendar year that reasonably secures such medical monitoring expenses for each such calendar year
and, if the sum certain is not sufficient for payment of anticipated medical monitoring expenses, the
Defendant shall make an additional payment to reasonably secure such medical monitoring expenses
for the calendar year. It is estimated that the additional Third Party Administrator and Medical
Provider fees and expense for each additional Medica] Monitoring claimant over 3,500 total
claimants per year would equal $1,186.35 per claimant’.

Medical Provider Medical Monitoring Expenses: Because the TPA projects dividing the
Medical Monitoring claimants into 4 groups for testing during the months of November 2011
through February 2012, we have allocated the projected Budget period Medical Provider Medical
Monitoring Expenses of $3,813,654 as follows: (1) 5% of the total (or $190,682.70) allocated to
November 2011 (the beginning of testing); (ii) 5% of the total (or $190,682.69) each to July 2012
and August 2012; and (iii) the remaining 8§3% (or $3,241,605.92) was allocated evenly among the
months of December 2011 through June 2011.

‘The Medical Provider Medical Monitoring Expenses include estimated CT scan expenses
totalling $1,335,841, and CT scan consultation expenses for 75% of the Medical Monitoring
claimants (2,625) at $175 per consultation totalling $459,375. The budgeted amount for C'T scan
expenses is in dispute among the Parties, thus, we have separated these CT scan expenses and the

! Of this amount, $381.67 represents the additional testing cost per Medical Monitoring claimant per

vear related to CT scans.



related administrative expenses into a separate Budge column, column D.

Third Party Administrator Fees and Expenses: Included within Third Party Administrator
Fees and Expenses are $48,323 in expenses during the Budget period for a Central Repository for
Scientific Research Concerning Test Results and would only be for the purpose of collecting and
maintaining the test results, and not to do research, which may be performed by an independent
researcher. For the Budget period, these Central Repository expenses were allocated based upon the
same method as Medical Provider Medical Monitoring Expenses, discussed above.

As for the remaining Third Party Administrator Fees and Expenses: (i) those expenses that
are claimant sensitive (Communication Materials, Production/Distribution of ID Cards, and
Scheduling/Appointment Reminder Letters) were allocated during the Budget vear with 75% of the
Budget year expense split evenly among the first 6 months, and 25% of the Budget year expenses
shared evenly among the remaining six months; (ii) the Administrative Fee Per Active Claimant and
Consulting Services expenses were allocated evenly each month throughout the Budget year; and
(iii) the Quarterly Meetings expenses were ailocated quarterly during the months of October 2011,
January 2012, April 2012, and July 2012,

[



